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AARON GILMAN, ' called as a witness, having 
been first duly sworn by the Clerk of the Court, took 
the stand and testified as follows: 

DIRECT EXAMINATION 

BY MR, EPSTEIN: 

Mr. Gilman, what is your present occupation? 
I am the President of Interseed Fisheries. 
What is the business of Interseed Fisheries? 


It's a seafood and shellfish commodity brokerage 


In the past, have you had any connection with 
the hot smoked whitefish business? 
A Yes, sir. 
G What has that connection been? 
A I was in the smoked fish business for some 
thirty years. 


Cc In what capacity? 


I was the President of Vita Food Products. 


A 
g For that entire thirty years? 
A 


No, sir. For the last fifteen years of my 
career with Vita Foods. 
c During your career with Vita Foods, have you 
become familiar with what is or is not commercially 


acceptable in connection with hot smoked whitefish? 
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A I believe so. 
c You know from experience what kind of product a 
merchant will or will not receive in the store or be able to 
sell; is that correct? 


A Yes, sir. 


Q Now, Mr. Gilman, have you ever had occasion prio 


to this time right now to see the fish which has been arrayed 
on the counsel table over here? 

A You mean these specific products? 

Cc These specific products. 

A No, sir. 

Q And have you discussed with me or anyone else 
the method of preparation or anything to do with these ‘ish? 


A No, sir. 


(continued next paqe) 
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All right. 

Mr. Gilman, I am going to ask you wo step down 
to the counsel table and there are 24 fish right there, the 
boxes are lettered A through F and I would apprec.ate it if 
you would examine the fish any way you feel necessary, taste 
them, if you wish, and indicate which, if any, of them would 
be a commercially accepted product. 

MR. MC MORROW: I would like to preserve for 
the record my objection to! . silman's testimony and 
to the entire, whatever it is that is going on before 

THE COURT: ney well. 

MR. EINSTEIN: I will ask Mr. Gilman to start 
with the box that has the letter A on it. 

THE WITNESS: Do you want me to look and 
examine all of the products and look at it and then 
just tell you from my visual observation which is 
commercially acceptable? 

Q Also taste it, if you feel that's necessary -- 

MR. MC MORROW: I balieve the samples are 


still tagged, your Honor. 


MR. EINSTEIN: Let me place the tags face down 
to counsel's satisfaction. 


THE COURT: It's to make the test useful, if 


A-408 


ha 
i" 


Box B is not a commercially acceptable product. 


| Gilman-direct 

om it can be. 

| MR. EINSTEIN: We don't want Mr. Gilman to 

? know the cooking parameters. 

? THE COURT: Maybe, Mr. Rappaport, we can go 

. down to counsel table. 

i (The witness, counsel, the Court and the 

, | court reporter assemble around counsel table and the 
} following occurs :) 

" MR. MC MORROW: I have one further objection, 

a | and that is the boxes are marked Vita and Nova Scotia. 
# MR. EINSTEIN: That I couldn't help. ; 
” Q All right, Mr.Gilman. Would you proceed and 
a XT will ask you to the extent possible not to look at the tags 
" | that are on the fish. 

as | Why con't you start with box A. 

ie A Box A by appearance, smoking appearance of the 
= finished product I would say is commercially acceptable 
" product as far as appearance is concerned. 


Box C, although the color on it is light, 


appears to be a commercially acceptable product. 


Now, I am just talking about the appearance 


of the product in the market. I haven't tasted the product. 


Q All right. 


24 


25 


taste, 


in the 


taste. 
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Would you go to Box D. Now, Mr. Gilman. 
A Box D is a commercially acceptable product. 
Box E is not a commerciallly acceptabl~ product 
Box F is a commercially acceptable product. 
Q Now could you do the same thing based upon 
Mr. Gilman. 
THE COURT: Do you have a knife? 
MR. EINSTEIN: We have a knife and even have 
a fork. We have all the materials. 
A VOICE IN THE AUDIENCE: Counsel, if someone 
else was going to look at these for color -- 
MR. EINSTEIN: That's okay. 
Q Try not to disturb the fish by tasting it. 
A I don't need a knife to taste it. We generally 
trade pull the back fin out. 


(Whereupon the witness tastes a portion of 


fish.) 

A This is salty. 

Q Is it commercially acceptable? 

A Yes. : 

Q It*s Box DO? 

A No, this is F. It has excess salt for my 


(Whereupon the witness tastes another portion 
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of fish.) 
A That is not commercially acceptable. 
Is that E? Is that Box E, Mr. Gilman? 
Yes. 
Thank you. 
You know, actually after a while this is all 
sort of fused into one taste. 
Q We do have some water here if that would help 
you clear your palate. 
(Whereupon the witness drinks a cup of water.) 
Would you try Box D, please. : 
(Whereupon the witness further tastes a portion 
Of fish.) 
A Excellent, very good, commercially acceptable. 
(Whereupon the witness tastes another portion 
of fish.) 
A Commercially acceptable. 
Q That is which box? A? 


A A. 


(Whereupon the witness tastes another portion 


of fish.) 
A I can tell by the texture that this is not 
commercially acceptable. 


Q That is Box B? 


Box. Ce 
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B. 
That is not acceptable? 
No, sir. 
Okay. 


And then the last one = bilieve would be 


(Whereupon the witness tastes another portion 
of fish.) 
A That's okay. 
0 It's okay? 
A Yes. 
Q Would you take the belly on that box, Box C, 
than the — “ 
KP. MC MORROW: I object. He tasted that 


specimen the same way he tasted any other specimen. 


I think we should let it go on thet. 


THE COURT: I think your point is valid, no 


matter ‘hat the rest of the tests may show, but he 
may do it. 

(The witness testes the belly of the fish 
from Rox C.) 
A It's very sa’ty. 


Q Where is tne first part you tasted that fish 


21 


22 


8 


24 


25 
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A The back fin. 
Q Is that the deeper part of the fish? 
A That's the deepest part of the loin muscile. 
Q And the second part I asked you to taste is 
closer to the surface? 
A Yes. The amount of salt in the belly cavity 


of this fish would make it unacceptable. Of course, there 
is a different salt penetration in this part of the product 
and in this part of the product (indicating). 

Q Thank you, Mr. Gilman. 

Would you resume the witness stand, please. 
(The witness resumes the witness stand.) 

Q Mr. Gilman, in your capacity as prasident of 
Vita Foods, you recall attending a meeting in the spring of 
1370 with General Delmore of t':e Food and Drug Administration} 

A I do, sir. 

Q Could you tell us what occurred at that 
meeting, please? 

A This was a cooperative meeting between industry 
the National Fisheries Institute Industry Technician, the 
National Fisheries Institute Technical Director and 
representatives of the Food and Drug Administration. 

The purpose of the meeting was to discuss the 


pending GMP's for the smoked fish industry. 


23 


24 
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Q Can you tell us what was said at that meeting 
concerning the pending GMP's by ‘representatives of the 
industry and by General Delmore. 

MR. MC MORROW: Your Honor, I opject to this 
line of testimony. Again we are restricted to the 
administrative record -- 

THE COURT: Again what? 

MR. MC MORROW: This court is restricted in 
its review to the administrative record. And I think 
it's improper to hear testimony about meetings held 
im the spring of 1970. If it’s not reflected in the 
official comments received within the specified 
period about notice of the propsed rule-making, 
there ought not to be testimony now, your Honor. 


THE COURT: ‘The objection is overruled. 


Q You may continue, Mr. Gilman. 
A The question is what took place in the meeting? 
Q What was said by members of the industry and 


what was said by General DElmre? 

A The members of the industry and their technical 
advisors strongly cbjected to various aspects of the GM. 
And they voiced their objections and their inability to 
comply with the pending advisory as the GMP was then referred 


to. This was an advisory to the industry. And we have some 
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basic reasons for our objection. 
Number one was the fact that there was an 
inability on the part of industry to reduce product as 


Gefined by the GMP. And we voiced our objection. And 


General Delmore at that time assured us that this was the -- 
the purpose of this meeting was to get industry's input. 
And the atmosphere was cordial and cooperative and the Food 
and Drug Administration was seeking a way in helping the 


industry produce a product that would be commercially 


acceptable and yet within safe parameters. And the industry 


12 
was seeking to work with the Food and Drug Administration. 
13 
So they took note of industry's objections 
14 
and stated that we would be consulted further and changes 
15 
would be made that would be -~- that would create an atmospher 
16 
that industry would survive. 
17 
MR. EINSTEIN: I have no further questions. 
18 
CROSS~EXAMINATION 
19 
BY MR. MC MORROW: 
20 
Q Mr. Gilman, did you know what General Delmore's 
21 
official capacity within the FDA was? 
22 
A He presided -- he was the presiding officer at 
23 
this particular meeting. What his offi cial title was I 
24 
do not recall. 
25 


Q Now, you stated that you had peen president of 
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Vita Foods -- you had been president of Vita Foods for 
15 years? 

A Yes, sir. 

Q You still have an interest in Vita Foods? 

A No, sir. 

Q And you are now president of Inter Sea 
Fisheries? 

A Yes, sir. 

12) Would you explain again what that company does? 

A Yes. 

Inter Sea Fisheries is a fish, shellfish and 
commodities brokerage. We sell commodities of fish and 
shellfish and various aspects of the fish industry. 

Q Do you sell product to Vita Foods? 
A No, sir. 
Q _ What sort of people do you sell products to? 


A We handle many products. We sell products to 


wholesalers and processors and manufacturers of various 


types of product. 

Q I take it then the consumption of the end 
product which you broker has a direct bearing upon your 
direct business, the more of the product consumed by the 
public, then the better for your business. Is that correct? 


A Yes. 
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Q So you have en interest in seeing that the 
public continues to purchase products as it has in the past, 
whetever those products that you broker may be? 


MR. EINSTEIN: Excuse me, your Honor. I don't 


think there is a question. If there is, I certainly 
object to it as being argumentative. 
THE COURT: I think the point has been covered 


by the previous question and answer. 


Q Mr. Gilman, where do you live? 
A New York City. 
" Q Now, what do you define by a commercially 


acceptable product in terms of appearance? 

A A commercially acceptable product in terms of 
appearance is a product that is salable in the marketplace 
16 according to the customs and the -- of the trade, having an 


appearance that people are familiar with and will purchase. 


Q So would you say one of the key features is 
19 familiarity? 
sad A I would say a key feature of making a product 


commercially acceptable, it has to meet the industry 
standards as people are used to buying the product. 

Q In other words, it goes to the traditional 
buying practices of the consumer? 


25 A This has a great deal to do with it, sir. 


* 
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Q In your capacity as president of Vita Foods 
did you ever experiment with marketing of any of the 
specimens of fish which you characterized as commercially 
unacceptable by appearance? 


A Yes, I have. 


Q Would you explain to us how you did that? 


A Well, I started my career in the fish business, 
in the smoked fish business and I have been active in the 
smoked fish business all of my career. And when we had -- 
when the situation arose that this time temperature situation 
first came up, we sought to comply and produce product in 
accordance with the GMP. And we couldn't produce a product 
that we could sell. 


{continued next page) 
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Q Would you please explain to me what attempts 


3 you made to séil the products that you did produce with 
processes that were in compliance with the GMP? 


A The attempts that we made? 
6 Q Yes. 
7 A We produced the products -- and I might add thik 


is rather expensive raw material. And we would produce 

products, pack it and offer it for sale and have it rejected. 
Q To whom did you offer it for sale? 

1 A To the distributors and retailers that we did 

business with. 

13 Q Was this an effort just on the part of Vita 

Poods or was it a combined effort on the part of other smoked 

fish processors? 

16 A I am more familiar with what I did with Vita. 


But in my discussion with others in the trade, other people 


have told me they tried to do the same thing. 


Q But you didn't try and market this product in 
20 @mbination with other smoked fish processors in the community; 
a is that correct? 
A We did try to market it in combination? No, 
we never did anything like that. We sold our product in 
24 competition with other processors, not along with them. 
25 Q So a distributor who returns your product would 
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receive your product and say I can't sell this and then h 
would send it back to you? 

A In some cases he would send it back and in othe 
cases if it would be the distributor picking up he wouldn't 
take it out, he wouldn't buy it. 

Q Is the same distributor able to go to another 
fish processor and get a product which he deems to be commer- 
cially acceptable? 

A I would assume so, yes. If he didn't like our 
product cad he went somewhere else he could buy their product, 
yes. 

Q So you didn't get together with the other peop 
in the smoked fish industry and say, "Let us all try to cook 
this fish at 180 decrees for 30 minutes and offer this product 
to the distributor and to the consumer"? 


A I can answer that best in this manner: There 


are various methods of smoking this product. In a gravity 


smokehouse there is not a chance in the world of producing a 
product at 180 degrees in 30 minutes. There is just no. .y. 
THE COURT: You see, Mr. McMorrow's point is 
this: that insofar as your testimony goes, you might 
have been trying to sell products produced under the 
GMP in competition with products not produced under 


,the GMP, but of familiar appearance. Is that right? 
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THE WITNESS: That is right, your Honor. 

THE COURT: And so the product of familiar 
appearance would push yours out of the market, right? 

THE WITNESS: Well, that's what -- that would 
have happened if one firm continued to smoke -- 

THE COURT: Yes, if I understood you. 

THE WITNESS: Yes. 

THE COURT: So if you tried to push product 
made under the GMP, you couldn't push it against 
product not made under the GMP? 

THE WITNESS: I couldn't push it at all because|-- 

THE COURT: But it was never in the market, in 
a market made -- made up wholly of dried whitefish, 
smoked whitefish, whatever you call it, produced in 
accordance with GMP standards -- 

THE WITNESS: No. 

THE COURT: -- in gravity ovens. 

I think that's what Mr. McMorrow's question was 

So that the one experiment never tried was to 


withdraw non-compliant fish from the market and see if 


when non-compliant fish were withdrawn from the market 


compliant fish would finally be acceptable as marketable. 
Is that true? 


MR. MC MORROW: That's right, your Honor. 
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THE COURT: Would that experiment, since I take 
it it might have involved some modest toying with the 
anti-trust laws, was never quite arranged or was it? 

THE WITNESS: That was never arranged, no, sir. 

THE COURT: And it never happened? 

THE WITNESS: It never happened. 

May I make a comment on that? 

THE COURT: Better not. Better wait and talk 
it over with counsel first. 

MR. EINSTEIN: TI am perfectly happy with whatever 
Mr. Gilman wants to say. 

THE COURT: Now he said it. Go ahead. 

THE WITNESS: Through our technicians -- I mean 
we did try to get as much industry technology as we 
possibly could. And I mean this matter was discussed 
on an industry basis through the Shuster Operation, that 


is, the technology, the technical groups that we employed, 


and through Mr. Sanford and Roy Martin of the National 


Fisheries Institute, and through the Bureau of Commercial 
Fisheries. I mean, we as an industry did work collectivel 
in that manner. I mean, it wasn’t a question of us just 
seeking to constantly take each other's customers. Anf 

we did collectively through these various agencies, the 


Bureau that became the National Marine Fisheries Servite, 
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the Shuster Laboratories, and the National Fisheries 
Institute, we did collectively work and it was the 
collective judgment of all concerned that we could not 
produce available product in the market vlace whether 
everybody produced it this way or nobody produ ed it 
this way. This was so completely foreign to the taste 
and appearance of what the consuming public purchased. 
Q Before I pursue that I'd like to ask you one 
further question about your attempts to market the product. 
I take it that you did not employ any marketin 
company or any advertising agency to attempt to develop 
commercially acceptable, of the product which was produced j 


compliance with the GMP? 


A We did. 

Q You did? 

A Yes, we did. 

Q Would you explain what those attempts were? 
A Yes. We had an association of smoked fish 


processors and ve had a tag or a sticker on the box indicating 
we were members of this association of smoked fish processorg. 
Vita Foods individually in various trade advertisements as | 

well as newspaper advertisements did try to give the trade 


name connotation to smoked fish. And we also had trade 


advertising as a group some years ago. 
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But did you ever go to the consumer? 

THE COURT: To wean him away from the old to 
the new? 

THE WITNESS: Your Honor, there was no way we 
could produce the rew. So we didn't attempt to wean 
them away to something that would be impossible for us 
to complv with. 

Q So your answer ie that you saw no necessity for 
it then? 

A We saw no necessity for doing so. We couldn't 
produce a product under the GMP that. we could sell. 

Q You stated you were working in conjunction with 


the Shuster Labs, the NFI and the Bureau of Commercial 


Fisheries to try to develop technologies. Is that correct? 


A that's correct. 

Q Would vou tell us, are you in a position to 
describe to us what efforts were being made by the industry to 
develop cechnciesies that might enable the industry to comply 
with GMP's? 

A ¥z0, 7% Can °° that. 

To vwself personally attended meetings at the 
Bureau in Ann Arbor, Michigan. And there was a -- there were 
Sunded experiments employing scientists through the Bureau to 


see what we could do. This was in conjunction primarily with 


ee 
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chubs at the time, after a problem we had had in the indus . 
And we worked together. We had a technician or director of 
technology for the National Fisheries Institute at that time 
who was Mr. Ted Sanford and he devoted a great deal of his 
time and effort. And we had various grants that were -- I 
don't specifically remember them because we are going back 
many years, but we had various scientists working on differen 
items in conjunction with technology in the industry. 

Q Are you speaking primarily of the work that was 
being done by the Bureau of Commercial Fisheries? 

A I am speaking primarily of the work that was 
done by the Bureau of Comercial Fisheries and the National 
Fisheries Institute and my ex-firm and the smoked fish group 
here in New York. It was a cooperative effort. It wasn't 
done by just one group. We all worked together on it. 

Q Were they working together to develop alternate 
parameters with respect to time and temperature for cooking 
or were they working to develop technologies which would help 
thein comply with the GMP? 

A I would say it was a combination of both. I 
think we were working to produce a coumercially acceptable 
product and we were also working to produce a safer product 
as we could. So there were various balances of salt and 


temperatures, blinds and temperatures, which are the two ways 


2 


on 


~J 


21 


22 
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of making the product safe and palatable. 

Q In other words, at least a portion or part of 
your efforts which were being expended by the industry 
organization were towards scientific research or towards 
developing alternate parameters for the GMP? 

A I would say this led up to that, yes. 

Q Do you recall what efforts were being made to - 
actual specific efforts which were being made to develop 
technologies? 

A I can tell you the efforts that were made, yes. 


We -- some firms went into the more sophisticated type of 


smokehouses where they could have time and temperature controjs, 


I mean better or more scientific recording methods of producing 


products. 

Q Were you aware of -- I presume that if you were 
in Ann Arbor you were aware of the work being done there by 
the commercial fisheries -- I'm sorry, by the Bureau of 
Commercial Fisheries? 

A I was aware of some of the work that was being 
done I attended some of the work there, yes. 

) Were you aware of the fact that the Bureau of 
Cormercial Fisheries was of the opinion that, that at least 
with respect te the processing of chubs that it was possible 


to produce a commercially acceptable product within the GMP '$? 
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MR. EINSTEIN: I object, your Honor, that 
assumes a fact that is not in evidence. 
THE COURT: I couldn't hear the question. Would 
you please read it for me, Mr. Rapaport? 
(The court reporter reads defendant question.) 
A I was aware of it, but in producing chubs we 
were permitted to produce chubs at 160 degrees for 30 minutes 
with nitrates, whereas with whitefish the GMP is 180 degrees. 
Q But is it not true that the research that was 
being done also established that chubs could be cooked at 
180 degrees with sophisticated technology? 
A To my Knowledge that is not correct, sir. 


MR. MC MORROW: No further questions. 
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MR. MC MORROW: I have no further questions. 
MR. ELNSTEIN: Just one question. 
REDIRECT EXAMINATION 
BY MR. EINSTEIN: 
Q Does the Intersea Fisheries Company deal in 
whitefish? 
A No, we don't sell whitefish. 


MR. EINSTEIN: Thank you. You may step down. 


(Witness excused.) 


MR. EINSTEIN: We call Mr. Saul Sabar. 

SAUL SABAR, having been called as a witness on 
behalf of the defendant, having been first duly sworn 
by the Clerk of the Court, was examined and testified 
as follows: 

DIRECT EXAMINATION 

BY MR. EINSTEIN: 

Q Mr. Sakar, what is your occupation? 

A I am in the food business. 

Q And what kind of food do you sell, are you a 
seller of foods? 

A Retailer, retailer in foods. 

Q Among the foods that you retail, are whitefish 
included? 


A 
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Q And approximately now long have you been a 
retailer of foods? 

A I have been in the business since 1951. 

2 And approximately how many pounds of whitefish 
do you sell per week? 

A We will sell between 500 and -- between 500 and 
700 pounds a week. 

Q And during the course of your years in the 
business and based upon the sales that you make weekly, have 
you come to have an awareness of what is or is not a product 
which your consumers will accept? 

A Of course. 

Q Mr. Sabar, I am going to ask you to step down 
to counsel table and you will see there are six boxes of 
fish marked A through F. Let me ask you first, have you 
ever seen these fish or tasted them before this occasion? 

A These particular fish? 

Q These particular fish? 

WO. 


in fact, we have never talked until just this 


Yes. 
I'ia going to ask you to step down, examine the 


fish, both visibly and by taste and do whatever you think is 
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necessary and tell us which fisn are commercially acceptable? 
(Witness leaves witness stand.) 
JAR. MC MORROW: I wish to state an objection to 
this testimony and to this experiment. 
MR. ELWSTEIN: Will you start with the box marked 
A? 
Q I would appreciate it if you took a look at the 
tag, Mr. Sabar? 


We would not -- should I make a comment? 


Q Tell me whether the fish in box A are 


commercially acceptable in your business? 
+ No, . these would not be acceptable. 
Q For what reason? 
A they are too hard, too dry. 
Q Would you go to box B, please? 
A This is even worse than the first one. 
Q What is the problem with those? 
A They are too dry, they're overcooked. 
Terrible. 
Q Would you go to box C, please? 
HR. HC MORROW: Mr. Sabar, you're supposed to 
comment? 
THE WITNESS: Too salty. Terrible. I mean 


these are terrible. 
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THE COURT: What did you say about C? 

THE WITNESS: They're just excessively salty. 
Besides that, they're too hard and overcooked. They'r 
just too salty for our type of business. We wouldn't 
sell them. We wouldn't consider selling them. 
Q Would you go to the box marked D. If you need 

some water? 


I will need it when I am finished. These are 


In what respect? 
They are terribly salty. The amount of salt 
is just not acceptable. ; 
THE COURT: What? 
THE WITNESS: The amount of salt is not 
acceptable. They are too salty. 


Q Go to box E? 


A And these are hard -- these are hard, they're 


just not saleable. They're hard and they're dry. 


Q Would you go to the box marked E, please? 
A This is E£? 
Q Yes, sir. 

These are even worse. 

In what respect? 


I mean they're like little bricks. You know, 
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terribly salty and they're just so dry and sc 
Seriously, it’s not oie acceptable or edible 
not something that would be eaten by anybody. 
Q Would you examine box F and let 
opinion on the fish in that box? 


A The color is better on these. But these are 


also terribly salty. They are too salty for normal people 


and too dry. They are too hard and dry. These are not -- I 
can't -- I don't think any retailer could sell these. 
MR. EINSTEIN: Let me offer you a glass of 
water and you can resume the witness stand. 
(Witness resumes witness stand.) 


MR. EINSTEIN: You may inquire, Mr. McMorrow. 


CROSS~-EXAMINATION 


BY MR. MC MORROW: 


I take it, Mr. Sabar, you couldn't sell any of 


I wouldn't handle it in my store, any of those 


MR. MC MORROW: I have no questions. 

MR. EINSTEIN: Thank you. 

(Witness excused.) 

MR. EINSTEIN: We call now Mr. Arthur Cutler. 


(Continued next page.) 
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ARTHUR CUTLER, having been called as a 


witness on behalf of the defendant, having been first 
duly sworn by the Clerk of the Court, was examined and 
testified as follows: 

DIRECT EXAMINATION 


BY MR. EINSTEIN: 


Q Mr. Cutler, what is your business or occupation} 
A I own Murray's Sturgeon Shop in Manhattan. 
Q and is Murray's Sturgeon Shop a retail shop 


which sells hot smoked whitefish? 

A Yes, it is. 

Q And how long have you been connected with the 
business of Murray's Sturgeon Shop? 

A A year and ten months. 

Q Have you had any prior experience in the sale 


of hot smoked whitefish? 


A Yes, off and or throughout my whole life. 
Q For how many years have you had such 
expe rience? 
A Twenty~four years, 
Q And approximately how many pounds of hot smoked 


whitefish does Murray's Sturgeon Shop sell each week? 
A Around 150 pounds. 
Q Based upon the business in your shop and your 


years of experience, are you familiar with what is or is not 
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saleable or commercially acceptable products to be consumed 
by the public? 

A Yes. 

Q And have you ever, prior to today, seen or 
examined thuse particular fish that are on counsel table? 

A No. 

Q I will ask you then to step down and to 
examine these fish and tell us which ones are or are not 
commercially acceptable or could be sold in your shop? 

THE COURT: Could counsel come up tothe side 

Dar? Mr. Sabar, please stay there. 

(The following occurred at the side bar.) 

THE COURT: I was wondering if this time you 
might start with D, E, F. The palate gets weary? 

MR. MC MORROW: And go back to A? 

THE COURT: Let us change the order. 

MR. MC MORROW: And I would like to state while 

I am here we object to t his testimony for the reason 

stated before. I object to the experiment and also I 

want to reiterate again for the record that the 

administrative record indicates that the FDA, in 


promulgating the regulations, gave consideration to 


this and took into effect taste tests and pilot 


products and production in commercial smoked fish 


25 
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processors factories, monitored by the FDA in 

promulgating the regulations. 

(fne following occurred in open Court.) 
BY MR. EINSTEIN: 
Q Mr. Cutler, I appreciate it if you would hold 
off on the fish for a moment? 
(The following occurred at side bar.) 
MR. MC MORROW: This is a matter which has been 
given consideration by the agency. 
THE COURT: This is all teken subject to your 
objection and my rulings, those among other reasons. 
(The following occurred in open Court.) 
BY MR. EINSTEIN: 

@) Mir. Cutler, will you look first at the box 
marked D, tiis one here and tell us whether those fish are 
commercially acceptable or saleable, both by visual inspectio 
and by sight. 

THE COURT: And by what? 
MR. CINSTEIN: I'm sorry, by taste. It must be 
late in the day, your Honor. Excuse me. 

A There is no taste, not bad. 

THE COURT: What did you say? 
THE WiTNESS: They're not bad. I wouldn't say 


the finest quality. But I think they're probably 


aa see 


A-435 


378 

9 Cutler-direct 

acceptable. 

ay Go to the next box, =, please? 

A By sight they are horrendous and would not be 
sold in my store at all. Terrible taste. 

9 Would you go to box fF, please? 

A This is an extremely firm fish. Doesn't have 


bad appearance. I wouldn't sell it in my store. 
THE COURT: what? 
THE WITNESS: I. wouldn't sell it in my store, 


beth for appearance and taste. 


2 What is wrong with the taste? 

A It’s a very hard fish and somewhat Salty. 

Q Would you yo now, sir, to box A over here? 

A WEll, the appearance is somewhat better in tris 


box, what is this box? 

9 Box A. 

A Box A, it is a dry fish and again it would not 
be acceptable. 


Q Would you go to Box B now? 


eh tell test 


A Not acceptable from appearance, certainly. This 


piece of fish couldn't even enter my store. I wouldn't even 


taste it because just by appearance alone it would be 


rejected. 


Q Would you move finally to box Cc? 


A-436 


Cutler-direct 


“ A Rejected both on appearance and on taste. 


Very 


salty, hard, firm, frozen, watery. N.G. 


4 Q No good? 


5 A No good. 


You can resume the stand, please. 


(Witness resumes witness stand.) 


8 MR. EINSTEIN: Your witness. 


CROSS-EXAMINATION 


BY MR. MC MORROW: 


11 Q Mr. Cutler, of the specimens that you said you 


12 would not let into your store, have you ever attempted to sel 


13 fish that is like any of these specimens which are here 
14 before us? 
15 A. From time to time a supplier would send in a 


16 || piece of fish that might look and taste like that and it is 


17 immediately rejected. 
18 Q By you? 
19 A By me or anybody that worked for me. 
20 Q Beg your pardon? 
: 21 A By me or anybody that works for me. 
Pail 22 Q I see. Have you attempted to sell fish such as 


- 23 that which you found unacceptable here to the public at all? 


24 A For the past couple of months, fish have been 


they have been coming in extreiely salty, extremely dry and 


10 


11 


12 


13 


14 


15 


16 


17 


19 


21 


24 


25 
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poor saleable appearance. We have met tremendous consumer 
resistance. Cur whitefisn sales are down dramatically. Even 
though we do @ very big business with Nova Scotia Food 


2 


Prodacts, we have curtailed our whitefish purchases from 


2 _ I take it that one of the comments which you 
gave us was a lot of fish are too hard. If the moisture were 
improved in the fish, might that improve its acceptability? 

A Definitely. A whitefish that is moist and not 
salty, and sweet, is a perfect whitefish, yes. If you can 
get -- meet all those requirements, then you will sell a 
good quality piece of merchandise, 

Q But moisture is one of the key factors, is it 
not, it is one of them? 

A Moisture, yes. 

Mk. MC MORROW: Thank vou. 

MR. EINSTEIN: Wo questions. 

(Witness excused.} 

MR. EINSTEIN: iignt I suggest a recess, your 

Honor, for what I think is called in the industry as 

Sanitizing. Unless the Government wishes to take care 

custody or contro] of tnese fish, we intend to discard 

them? 


MR. HC MORROW: Your Honor, I wouldn't like then 


¢e 
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in sy office, no. Let Mr. Einstein take care of 


them. 


(Short recess.) 
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MR. EINSTEIN: YOur Honor, Mr. Morey will 
conduct the examination of the next witness. 
MR. MOREY: Mr. Harvey Oxenberg. 

HARVEY OXENBERG, called as a witness, 
being duly sworn by the Clerk of the Court, testified 
as follows: 

EXAMINATION 

MOREY : 
Mr. Oxenberg, where do you live? 
Florida. 
What business are you in? 
Smoke fish processing business. 
What is the name of your company? 
Florida Smoked Fish Company. 
What is your position in that company? 
My corporate position is treasurer of the cor- 

poration. 


Q How long has Florida Smoked Fish been in busi- 


A The company was formed in 1954. But I am a 
third generation in the smoked fish business. My father and 
grandfather before him were in business in New York from 
approximately since 1920. 


Q HKowmany pounds of whitefish do you smoke a week? 


— 
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A Approximately five thousand. 
Q What would your weekly sales volume from hot 
smoked whitefish be? 
A Something in the area of $8,000. 


Q How many people are employed by Florida Smoked 


A Between forty and forty-five. 


Q Has anyone ever complained to you about botu- 


lism illness from hot-smoke whitefish prepared by Florida 


Smoked Fish Company? 
MR. MC MORROW: I wish to object to the entire 
line of testimony for the reason stated before. x 
believe it's irvelevant to the case in hand and is 
beyond the scope of this Court's review. 
THE COURT: ‘The ‘:estimony will be received 
subject to the sane limitation. 
THE WITNESS: No. 
THE COURT: Under the same ruling. 
MR. MOREY: The record reflects the answer 
te the question is "No." 
Q Mr. Oxenberg, what kind of ovens do you employ 
at Florida Smoked Fish in smoking whitefish? 
A We have electronic ovens. 


Q How long have you had these ovens? 
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Almost four years. 
These are not experimental? 

A No, they are not experimental. 

Q fT hey are the only kind you use in the process- 
ing of this type fish? 

A That's right. 

Q W hat happens when you prepare hot-smoke white- 
fish in these ovens at internal temperatures of 180 degrees 
Fahrenheit? 

A Well, you find that the fish -- the skin of 


the fish is blistering, discoloring, becomes darker than 


what is normally acceptable at the market place. The bellies| 


open up. And you will find that they split inside the belly 
cavity. 

Q All right. Mr. Oxenberg, do your ovens allow 
you to control humidity? 

A Yes. 

Q Have you attempted to process hot-smoked white- 
fish vith controlled humidity? And if so, what results did 
“you make? 

A We have -- we have done extensive work on that. 
We find the only thing that the addition or the injection of 


humidity generated by a steam boiler is that the smoke be- 
comes more intensified. 8"4 that the color of the fish becomes 
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darker than it normally would if the steam were not injected 
into the oven. 

Q So if a fish were smoked, using this method 
of control to 180 degrees Fahrenheit, what would be the 
result? 

A Not favorable. They would -- as I mentioned 
earlier, they would -- the steam causes the smoke to pene- 
trate the fish evén more than the -- when the steam is not 
injected. Therefore, the fish would be darker and unaccept- 
able. 

Do your oveng allow the use of steam injection 

Yes. 

Have you experimented with that? 

I have alluded to that earlier. That's the 
same process. 


That's the same as the humidity? Not two 


Correct. The same. 

Mr. Oxenberg, have you ever brined fish to 
the extent that you achieved a level of 3.5 per cent water 
phase salt in loin muscle? 


A Yes, we have. 


Q What is your experience as to the marketabi- 


lity of these fish? 
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A They are not marketable in the area in which 

we operate. 

If I may expound on that a little bit. 

We process in an area in South Florida where 
there are a number of retirees, people over the age of 65 
who are very cognizant of their salt intake. And each time 
that we attempt to attain a 3-1 /2 per cent internal salt 
content, we get numerous complaints from customers and the 
consumer. 

Q All right. What would be the effect on your 
business if you had to prepare all of your hot-smoked white- 
fish at 180 degrees Fahrenheit internal temperature? 

A It would certainly reduce the sale of smoked 
whitefish. 

THE COURT: What? 
THE WITNESS: It would reduce the sale of 
smoked whitefish. 

Q What would the effect be if you had to seamen 
all of your whitefish with five per cent salt? 

A I don't think any whitefish would be sold with 


five per cent salt. 


Q Mr. Oxenberg, are you a member of the National 


Fisheries Institute? 


A Yes, I am. 
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Q Do you hold an official position with the 
National Fisheries Institute? 

a Yes, I do. 

Q What is that position? 

A I am chairman of the smoked fish committee. 

Q Will you very briefly describe the National 
Fisheries Institute in general? 

A NFI is a national trade association consisting 
of some 625 members who are in the business of either pro- 
ducing, catching, marketing, processing all types of seafood 
products, consisting Probably of the largest percentage of 
the seafood produced in this country and sold, 

Q All right. Now, referring specifically to 
NFI Smoked Fish Committee, could you describe that committee, 
the nature of its members and its activities? 

A NFI Smoked Fish Committee Consists of various 
smoked fish processors arou~ i the country. I would guess 


rperesenting the lion's share of the smoked fish industry. 


And its function is to discuss and -- to discuss industry 


matters concerning the smoked fish industry. 

Q Was the smoked fish committe ee involved in the 
~~ for want of a better word -- negotiations with the Food 
and Drug Administration concerning the proposed smoked fish 
GMP regulations? 
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A Yes, they were. 

Q And, to your knowledge, was NFI, in particular 
the Smoked Fish Committee, given any legal advice as to the 
effect of those regulations which they were promulgating 
in November, 1970? 

MR. MC MORROW: Your Honor, I object to this 
line of testimony. I don't see what reievancy legal 
advice that they -- that other members of the industry 
other than the defendant, or even the industry itself 
may have received at that time, that it has any bear- 
ing on this proceeding. 

THE COURT: Well, neither do I. But I better 
receive it in case someone else holds that it is 
relevant. 

A Yes. We received legal advice from the firm 
ef Covington & Burling at the time that you were a member, 
and we were advised --when I say "we," I mean the National 
Fisheries Institute and the Smoked Fish Committee -- were 
advised that the GMP's were guidelines to be followed and 
that they could be pursued in a court of law if it were 
necessary. But that they were only guidelines. 


Q Mr. Oxenberg, has the National Fisheries 


Institute been involved in the sponsorship of any research 


regarding smoked white fish? 
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A Yes, they have. 

Q Would you describe the role of NFI as to that 
research? 

A Well, initially, in respect to the research 
program, the smoked fish processors, the members of the 
Smoked Fish Committee, raised funds for the purpose of 
sponsoring research. Subsequent to the raising of funds from 
the smoked fish processors themselves, NFI has committed | 
certain funds -- funds that have been generated through all 
of their members to this research. 

Q Mr. Oxenberg, has the National Fisheries In- 
stitute done any work in connection with educating the con- 
sumer es to the proper handling and consumption of whitefish? 

A Yes, they have. 

Q What was the nature of that? 

A The nature of it was to try to present to the 
public in the manner of a brochure that will be distributed 
to the retail outlets throughout the country concerning the 
handling and storage of smoked fish products. 

MR. MC MORROW: Your Honor, again I must object 


to this line of testimony. I believe that it is 


going far beyond the issue that should be before this 


Court at this time. 


THE COURT: Well, I don't quite see where it 
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fits in, Mr. Morey. 

MR. MOREY: Well, your Honor, part of the 
scientific case that is involved here, I believe, 
will indicate that the danger, if there is any, from 
these products arises only when there is abuse of 
handling. And this pamphlet, again, as I understand 
it, is designed to educate the consumer so as to 
eliminate or minimize that possibility. So it 
would be connected to later scientific testimony. 

MR. MC MORROW: But your, these are facts 
which were already taken into account by the agency. 
Furthermore, if I understand the Court's ruling 
yesterday correctly, this Court has ruled that it 
will not permit the scientific evidence to be intro- 
duced. I believe you said that the defendant could 
make an offer of proof, but you would not receive 
scientific testimony. And I would think that that 
would certainly minimize or eliminate the need for 
this sort of testimony at this time. Indeed, it 
would make this testimony irrelevant. 

THE COURT: It would seem so to me, Mr. Morey. 
I really think this is much farther away fromthe 
issue. 


All right. 


| 
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ry 


i] 


BY MR. MOREY: 


Q Mr. Oxenberg, ha e you been involved in recent 


abe 


negotiations with the Food and Drug Administration concerning 


the enforcement of the smoked fish GMP regulations? 


a 


MR. MC MORROW: Your Honor, I object to this 
line of testimony as well. Again, this has no bearing 
on the issue before the Court. Mr. Oxenberg is not 


the defendant here. 


THE COURT: It's hard to see what it has to 
do with our case. 

MR. MOREY: Your Honor, what I am leading up 
to here is = meeting of May 29, 1975 between members 


of the industry and the Food and Drug Administration 


in which this problem was discussed, and in which it 


was agreed by the FDA that a task force would be set 


up for dealing with this problem. That task force 
18 


has never been set up and we recently received a 
19 


letter in which the FDA said it would no loncer 


20 
participate. 
. I think this is at least relevant to the 
rc ‘g equitable position that is part of this case. 
” MR. MC MORROW: Your Honor, I believe that 
ig this is quite inappropriate for two reasons: One, 
25 


what happened in May of 1975 has no bearing on the 
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case before this Court. And as such, the issue of 


the task force I believe that takes us into nego- 
tiations which at least in part were -- you know, 
related to negotiations or discussions between the 
agency and the industry was transpired after this 
case was brought. And I think it is very inappropri- 
ate to make reference to them at this point. 

THE COURT: This case was started much after 

that. 

MR. MC MORROW: That's true. But he's telk- 
ing about with respect to at least the --you know, the 
pursuing of the issue of the task force. He's talking 
about a meeting in 1975, 

THE COURT: It seems to me it's quite besice 
the point anyway. I think it must be excluded, Mr. 
Morey. 

MR. MOREY: Your Honor, I think that the relevan 
would Se to what Mr. Sklar's reasonable expectation 
would ke. ™@. Sklar was well aware that all this 
was going on and that atterpts were being made, and 
that at that time we thought we had an agreement with 
the Food and Drug Administration as to a method for 


working this out which woula avoid the type of action 
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we are involved in right now. I think it's an equit- 
able matter that is relevant. 


THE COURT: No. YI will not accept it. 


(Continued on next page.) 
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Q Mr. Oxenberg, have you collected statistics as 
to the general size of the smoked fish -- smoked white fish 
industry in this country? 

A Yes, I have. 

Q Could you indicate what they are? 

A There are 32 plants in the United States pro- 
ducing smoked white fish, employing approximately 939 indi= 
viduals, producing somewhere in the area of two and three 
quarter pounds of white fish with a retail value of approxi- 
mately eight million dollars. 

THE COURT: A year? 
THE WITNESS: Yes. 

Q Mr. Oxenberg, have you made inquiry as to 
whether there have been any incidents of botulism illness fror 
white fish since 1963? 

A Yes. 

And what have you discovered? 


There have been none. 


What is the source of your information? 


Q 
A 
Q 
A 


National Marine Fishery Service. 

Q Finally, Mr. Oxenberg, could you briefly tell 
us what the interest of the National Fisheries Institute is 
in this litigation and why it chose to participate as it did? 


A Well, as I mentioned before, the National Fish- 
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eries Institute represents or includes approximately 625 sea 
food processors, brokers, manufacturers, producers, boat 
owners, and a substantial portion of these peopie are involved 
in the -- either a supply or the processing of smoked fish 
products, and, therefore, they deemed it appropriate by a 
unanimous vote of their board of directors to intervene in 
this case. 

Q I thought I asked you this, but what is the 
quantity of smoked fish that you sell per week? 

A My firm? 

Q. Yes. 

A Approximately five thousand pounds. 

MR. MOREY: Thank you. You may enquire. 


MR. MC MORROW: Your Honor, Mr. Friede will 
conduct the cross examination of this witness. 


CROSS EXAMINATION BY 
MR. FRIEDE: 
Q Mr. Oxenberg, your testified that you market 
your product in the south Florida area? 
A Primarily, yes. 
Q And could you -- Did you testify that there aré¢ 
several retirees or a preponderance of retirees in that area? 
A I said there are some, yes. 


Q And that these people comprise a large section 
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of your market? 

A Correct. 

Q Do you have any idea of the locations where mos 
of the purchasers of your white fish resided at the time 
prior to their retirement? | 

A No. 

Q Would you say that a significant number of the 
people who purchased your white fish in the south Florida 
area may be from the New York, New Jersey or northeastern 
area of the country? 

A I don't know. 

Q Is there a large Jewish population in Florida 
in the Miami Beach area? 

A What's large? 

THE COURT: Either in numbers or in percentage 
of population. If it's large in terms of the size of 

New York City, then the -- 

THE WITNESS: There is a substantial Jewish 


population. 


Q Have you talked to several people -- How many 


people have you talked to, to determne the reason why they 
like or do not like their fish to have a certain salt content? 
A How many? 


Q How many? 
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2 
A I don't know. I don't have a number. 
3 
Q You testified that there were numerous people 
4 
who are consumers of smoked white fish and who do not have — 
i) 
do not like to have very much salt because of health reasons. 
6 
How many people have you spoken to? 
7 
A tell, generally, the complaints originate from 
8 
the customer that wi: sell to, who is then selling to the con- 
9 
sumer. 
10 
Q In other words, this was not directly communi- 
11 
cated to you froix the person making the observation? 
12 
A No, I didn't say that. I said that primarily 
i 13 
the complaints that we receive are from the customers that we 
14 
serve. Put there are occasions when we will receive telephon 
15 
calls from the consuming public -- 
16 
Q Now -~- 
17 
A -~- saying, ~~ 
18 
Q Now -- 
19 
A I am sorry. 
20 
Q On the particular fish that you receive complaints 
21 
about as to their salt content, have you ever analyzed a par- 
22 
a ticular fish to determine its salt content as to one of the 
ones for which you had received a comp) sint? 
24 
A No. 
25 


Q Thank you. 


21 


24 
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Now, you testified that the -- Your use of the 


experimental -- Your use of a steam injection oven created a 


darker color skin; is that correct? 


A Yes, I did. 

Q What kind of a steam injection oven are you usin ? 
A Alkar. 

Q Alkar. Is that the same Alkar Raspu:in steam 


injection that is used by Vita? 

A Correct. 

Q Now, would you explain to me the process that 
is used to determine the amount of humidity that goers i.¢o 
that oven at. any particular time? 


A It's identical to Dr. Bierman's testimony. <t'r 


-& ~~ You have to figure the wet bulb temperature and the dry 


bulb temperature. From that you can determine the relative 
humidity within the «hamber. 

Q For exemple, at the start of smoking the wet 
bulb temperatur2, it would be -~ The dry bulb temperature --- 

A I am not one hundred per cent “amiliar with the 
exact computation. 

Q I‘m sorry. ‘he dry bulb temperature i¢ what 
the -~ the start of smoking, do you have any idea? 

A Ninety degrees. 


Q At that point, what would be tia wet bulb 
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temperature? 
A I don't know. 
Q Isn't it true that in determining the relative 


humidity within the oven, that the computation is based on the 
difference in value between the dry and wet bulb temperature? 
Is *hat true? 
THE COURT: I think it's a ratio. 
THE WITNESS: A ratio between the wet bulb and — 
the dry bulb. 

Q Is it true that the lower the difference between 
the dry bulb and the wet bulb temperatures, the greater the 
humidity in th: oven is? 

A I don't know that. 

Q How are you then determining -- How do you deter 
mine the amount of relative humidity which is injected into 


the oven at any moment? 


A Somebody from my firm knows that information. 
Q Who is that? 

A Our smoker. 

Q Have you not discussed that matter with him as 


to how he is doing it? 
A Sure. but I am not directly familiar with the 
exact relationship between wet bulb and dry bulb temperatures. 


Q Who is -- Who did he receive this training from? 


® & 8 B 
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4 To begin with, I was more familiar with the — 
Q You were -- 
A I was more familiar then than I am right now 


today. I don't know the exact thing -- the exact figures. 
don't have them in hand. 


(continued next page) 
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Q Did you send the smokers who are operating yo 
ovens to a food technologist who is familiar with thermal 
heat transfer ovens? 

A Well, the employees that we have working on the| 
smoking equipment are trained by the manufacturers representa 
tives and they primarily receive their training from them. 

Q Where are the manufacturers representatives for 
your aréa located? 

A Well, the manufacturers are located in Iowa. 

Q Where is the representative? 

A Where is he? 

Q Do you have one -- is there one in the South 
Florida area or is this in North Carolina? 

A That's correct. 

Q And have you been -- 

A But that's a sales representative. I believe 
you might be referring to -- that is not a technical repre- 
sentative. I'm not sure where this person lives or these 
people live. 

Q But you believe that your smokers had training 
from these people on how to accurately and appropriately 
Operate the controls on the Alkax rasmussen oven? 

A With respect to the dry volt and wet volt, yes. 


Q Would you be able to tell me at which point the 
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N 


humidity is injected into the Alkar ovan; for example, if the 
relative humidity in the oven was 20 degrees -- 20 per cent 
at the start of the smoking operation, at which point in time 
would you inject the humidity into the oven? 

A I don't kaow that. 
Q Well, isn't it true that the only point in time 


when relative humidity would be injected into the oven is 


when the setting on the outside of the oven -- when the 
relative humidity in the oven is reached -- 
MR. FRIEDE: This something I amwt familiar 

ag with. 
- Q In any event. you are not able to fully describe 
the way the humidity control oven works and your smokers only 
technical training cee ee representatives of the company; 
is that correct? - 
u A Correct. 
Q Now you suggested that the only thing that the 
” injection of humidity does, that it intensifies the smoxe 
within the oven and that the color of the fish becomes darker 

A I don't think 7 said intensifies the smoke 
= from within the oven. What it does, i. intensifies the colo 
¥ 3 | that the fish will absorb. ey 


a THE COURT: Absorbtion. 


25 THE WITNESS: The absorbtion. 
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Q Do you not have a separate smoke generating 
device which feeds the smoke into the oven during the smoking 
process? 

A Yes, we do. 

Q in other words, you're not sticking wood shavings 
in the oven, is that correct? 

A No. 

Q Now prior to the time that you began utilizing 
the system of injection oven, what type of oven were you using? 


A Gravity. 


Q Now in the gravity ovens was one of the problem: 


that you had when you tried to reach 180 degrees, 30 minutes, 
that you would encounter some weight loss in the fish, these 
are weight losses when you go up to certain temperatures? 

A There is a weight loss when you smoke fish, yes. 

Q Could you give us the average weight loss at a 
particular time temperature? 

A No, I could not. 

Q Would it be true that there would be a loss of 
shrinkage in the fish if it were cooked in a steam injection 
oven for 180 degrees at 30 minutes as opposed to being cooked 
in the gravity oven for 180 degrees, 30 minutes? 

A I do not know that for a fact. 


Q Now, could you tell me something about the n 
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in which you brine the fish; for example, how long your fish 
are kept in brine, your whitefish? 

A Twenty four hours. 

Q Now, during that period of time do you agitate 
the brine solution? 

A Manually. 

Q You have no centrifugal pmmps on the brine tank 
who periodically agitate them? 

A No. 

Q During that 24 hour period that the fish are in 
the brine solution, is there someone at the plant during that 
ntire time? 

A No. 

'Q So, therefore, there are certain intervals in 
time when there is no agitation taking place, is that correct 

A Yes. 

Q Now, in determining the -—- once you have placed 
the fish into the brine, do you then periodically add salt 
or is the salt level at the original level -- 

A We do not add salt. 

Q You do not add salt. Now, have you sought the 
advice of any expert, particularly any technologist on therma 
heat transfer ovens regarding the use of this steam injection 


oven, other than the manufacturers representative? 


Oxenberg-cross/Friede 

A Can you repeat that question? 

Q Other than from the representative of the Alkar 
Rasmussen Company have you personally or your smokers sought 
technological advice from engineers on the use of this steam 
injection? 

A That is a lot of question. We had sought 
technical advice, technological advice. 

Q You testified that the National Fisheries 
Institute has recently, has given a grant of money to Dr. 
Eklund to coniuct research into the smoked fish prceblem; is 
that correct? 

A No, it's not exactly correct. 

Q Would you tell me what has happened? 

A They have determined that they were going to pu 
money into the smoked fish research fund which was the fund 
that was created by the smoked fish community. 

Q When was that fund created? 

A I'm not sure of the exact date. 

Q Isn't it true that the funding of Dr. Eklund's 
research began only in 1975? 

A From NFI? 


Correct. 


Q 
A That's correct. 
Q 


And that NFI did not -- lr: me rephrase that 


A-463 
Oxenberg-cross/Friede 
question: 
Has NFI ever attempted to contribute funds to 
Gevelop new technology instead of altering the process, a 
new technology that would be capable of complying with the 
GMP 's? 
Repeat the question? 

Q Has NFI, in funding the research, attempted to 
fund research directed toward refinement of existing technol 
or_ developing new technology capable of complying with the 
GMP ‘s? 


A I can't distinguish between them, really. 


Q Have they funded research which would -- whose 


aim was to refine existing technology so that they could 
comply with the GMP's? 

A No, I don't think that is accurate. 

Q So they have never funded such research, is tha 
correct, is that what you are saying? 

A No. I'm not sure that the funding of th: curr 
research is the way you characterize it. 

Q Well, is the funding of the current research 
designed to develop alternative processing parameters? 

A Yas. 

MR. FRIEDE: Thank you. No further questions, 


your Honor. 


ies 
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REDIRECT EXAMINATION 


BY MR. MOREY: 2 
Q Mr. Oxenberg, regardless of whether you now kn 
exactly about wet volts or dry volts. har your firm not made 
an attempt for four years to meet the GMP's on the electronic 
ovens? 

Yes, we have. 

Have not those attempts been unsuccessful? 


They have been unsuccessful. 


Q Now, as to chis research fund of the NFI, was 


A Yes. 
MR. MOREY: Thank you. 
RECROSS EXAMINATION 
BY MR. FRIEDE: 


Q You just testified that you attempted for four 


this created at the suggestion of the Food and Drug : 


yea<s to meet the requirements of the GP's in your new 
equipment. Have you consulted with a technologist, just to 
reiterate, have you consulted a food technologist expert on 
thermal heat transfer in an attempt to use your ovens to comply 
wit: the GMP's? 

A Papeat that question? 

Q Other than youx co: sultation with the representa- 


iwes of the Alcar Rasmussen oven, have you consulted or retained 
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a technician, expert, in thermal heat transfer to help your 
company in learning how to operate those machines properly » 
you could comply with the GMP's? 
A The two people that we would normally consult 
on such matters would be the technical directors of National 
Fisheries Instétute and the hekoeba tind of Smokers and 


Processors. 


Q The answer to my question is no then, other thar 


these two people? 

A The answer to the question is yes. 

Q Did you ask them specifically about making 
available to you the expertise necessary to utilize your 
ovens properly? 

A I‘m not sure that information is available. 

MR. FRIEDE: Thank you very much. 
MR. MOREY: No further questions. 
(Witness excused.) 
THE COURT: We will adjourn now to 10:00 o'cloc] 
tomorrow morning. 
: (Whereupon the Court adjourned until 10:00 


o*clock a.m. on May 19, 1976.) 
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MR. MOREY: Your Honor, I would like to re-cail 


Mr. Suttenberg. | 


STANLEY 


SUTTENBERG, having previously been 


duly sworn, testified further as follows: 


REDIRECT EXAMINATION 


BY MR. MOREY: 


Q 


Mr. Suttenberg, you are stil. under oath. 


Mi. Suttenberg, there have been discussions during 


the test mony, particularly the cross-examinatic’: veoverday, | 


that if everyone in the industry shipped it frcem the familiar 


product to a different product all at the same time, iu7*% the 


consumer might accept this new product. 


Mr. Suttenberg, are you aware of any situation where 


something of this nature had to be done by the industry? 


A 


Q 


Yes, I am aware. 


Would you please describe that situation and 


what the attitude of the consumer was toward the new product. 


A 
you would all 


Q 


Well, just on the whitefish, if it was -- if 
smoke it the same way -- 


Mr. Suttenberg, what product was it that had 


to be changed? : 


A 


Q 


A 


New York area -- New York metropolitan area, abeuz 125,000 


Chubs. 
What change was made? 


Well, we were smoking, I would estimate in the 
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pounds of chubs a week, going back to about eight to ten years 
ago. When Lake Michigan had. some problem with -- some people 
decided we could use the chubs from Lake Michigan. And so 
consequently we had to change from Lake Huron and Lake 
Superior. Now, these chubs are much leaner, much drier and 
darker than the chubs that people were used to eating from 
Lake Michigan. And today, after seven or eight or ten years, 
we are smoking maybe 10, 15 percent in the metropolitan area 


of the amount we smoked eight to ten years ago. In other 


words, the consumer never accepted this product, this type 


of chub. And my estimation is the same thing would happen 
with the whitefish if we would all cook it on the same -- 
the same 180 degrees. But the people would not accept it 
as they did with the chubs which they didn't accept. 

Q O.K. This was a situation where the old 
accepable chub product was all drawn at once? 

A From Lake Michigan, yes. And we had to switch 
to Lake Huron and Lake Superior chubs which are not as fat. 
They are much leaner, much drier type of fish. And when it 
was placed on the counter, the people just walked away. And 
this has been the history of eight to ten years that this has 
been going on, and where we smoked today, maybe 15 percent 
in the -- 


Q And they still haven't accepted it? 
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A No, they haven't. We more or less forced the 
customer to take a few pounds, to keep the fisherman going 
so they should not close up entirely. 

MR. MOREY: All right, you may inquire. 
RECROSS EXAMINATION 
BY MR. MC MORROW: 

Q Mr. Suttenberg, did the entire smoked fish 
industry switch from Lake Michigan to Lake Superior chuls? 

A Well, = will have to discuss the New York 
metropolitan area, which I would approximate would be about 
15 percent of the industry in the United States. 

Q Did the entire industry awitch to low sort of 
chubs? 

Yes. Because they closed Lake Michican. 

Did you get any chubs from any other source? 

Lake Huron and Lake Superior. 

The same sort of chubs? 

They are called chubs, but they are much leaner, 
much darker and much drier. 

Q Lake Huron chubs ere the same as the Lake 
Superior chubs? 


A Yes. Approximately the same. 


Q What time temperature parameters were you cookint 


this new variety of chub? 
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A The guidelines that the GMP -- it was 160 
degrees with nitrate. 
Q XY beg your pardon? 
A 160 degrees with nitrate. 
Q But you were not cooking these chubs at 180 
degrees for 30 minutes? 
A No. 
MR. MC MORROW: I have noquestions. 
MR. MOREY: No further questions. 
(Witness excused.) 


MR. EINSTEIN: The defendant re-calls pr. Georg 


Bierman. 


GEORGE BIERMAN, having been previously 
duly sworn, testified further as follows: 
REDIRECT EXAMINATION 
BY MR. EINSTEIN: 

Q Dr. Bierman, you remain under oath. 

Dr. Bierman, do you know of any experts on the thermal 
transfer of heat with respect to whitefish? 

A I know that some work has been done at the 
University at Georgia on smoking and processing of mackerel. 
I am not aware of anybody doing any work in whitefish. And 
Iam not familiar with any other people in the thermal transfex 


area with respect tc fish products. 
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MR. MC MORROW: Your Honor, I must object to 
this testimony to the extent that Mr. Bierman is 
attempting to offer expert testimony on the scientific 
validity cf the reguiation. 


THE COURT: No. ‘The question was asked whether 


in fish. He says the effect -- as far as he knows, 
there isn't any expert that could have consulted. 

MR. EINSTEIN: I will next ask that eight 
photographs be marked for identification, please. 

They bear on the -= on the back just for 
reference, numbers 16, 27, 30, 31, 44, 48 and 50. 

THE CLERK: Marked for Identification as 
Defendant's Exhibit G through M. 
Q Dr. Bierman, I show you a photograph which has 

been marked as Defendant's Exhibit G for Identification. Can 


you tell us what it is and the circumstances under which it 


anyone had sought to consult an expert on heat transfe 
| 


was made? 

A Yes. This is a photograph of whitefish hung 
on sticks, on trees, in an electronic oven in preparation 
for drying and smoking. 

Q At what plant? 

A Vita Food plant. 


This photograph was taken in your presence? 
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A Yes. 

Q And it illustrates the type of electronic oven 
utilized by Vita and the manner in which the fish are hung 
in the electronic oven? 

A That is correct. 

MR. EINSTEIN: I offer this in evidence. 
MR. MC MORROW: Your Honor, I must object becaus 

I don't object what the relevancy of this is. 

What is it attempting to show? 

MR. EINSTEIN: I think we are trying to get to 
your Honor some guidance as to how these machines 
operate, how the fish are hung, and we will be intro- 


ducing further photographs to show the effect of 


smoking and various heating procedures both in the 


electronic oven and the gravity ovens. That is the 
purpose of it. 

MR. MC MORROW: Wasn't that one of the purposes 
of yesterday's demonstration? 

MR. EINSTEIN: I think that on the theory that 
a picture is worth a thousand words, we think the 
photographs are important to the record. 

THE COURT: Well, since we have them, let's make 
what use we have of them that we can. 


THE CLERK: So marked Defendant's Exhibit G in 
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Evidence. 

THE COURT: You notice the lege: on the back? 

I take it, the wires you see here at the lower 
left are those that lead to the controls? 

THE WITNESS: Yes, sir. 

All right. I show you exhibit -- 

THE COURT: Just a moment. Give Mr. Mc Morrow 
a chance to look at the back. 

MR. MC MORROW: I don't understand the paren- 
thetical reference after Great Slave Lake -- 

MR. EINSTEIN: They are from the Great Slave 
Lake. That's all it refers to. 

THE WITNESS: Versus Lake Winnepeg. That is 
the type of fish that is hung there. 

MR. MC MORROW: Well, I object to the writing 


on the back. If the picture is intended to prove the 


fact that the fish came from the Great Slave Lake, 


I would -- 

THE COURT: You do? 

MR. MC MORROW: I would object because there 
hasn't been any testimony that this particular batch 
came from the Great Slave Lake. 

THE COURT: Who knows. 


MR. EINSTEIN: i don't think it's important. 
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THE COURT: I don't think it matters because, 

I take it, they came out of a box labeled, Great Slave 

Lake. But I suppose in this era of perfect confidence 

in one another's representations we assume that it's 

at least possible that they or some of them might have 
come from Great Slave Lake. You will vote on it later 

Q Dr. Bierman, I show you what has been marked 
as Defendant's Exhitit H for Identification. Would you 
describe that, please. 

A, Yes. This is a tree of smoked fish out of one 
of Vita‘s ovens. That represents the -- their regular 
production. 

MR. EINSTEIN: I offer that in evidence. 

MR. MC MORROW: I object for the same reasons 
as before. 

THE COURT: Received. 

Now, I will -- 

THE COURT: Just a minute. 

THE CLERK: Defendant's Exhibit H in Evidence. 

THE COURT: Now, the legend is, whitefish, 
regular process, smoked prior to removal from oven. 


We have no definition of what regular process 


meant as applied to this batch. I take it, what is 


meant is that it's at the point they are ready for 
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removal from the oven. 
MR. EINSTEIN: Dr. Bierman testified yesterday 
THE COURT: All right. Is that right? 
MR. EINSsEIN: That they are ready for removal 
from the oven, yes. 
THE WITNESS: Yes. 
THE COURT: All right. 


MR. EINSTEIN: I believe Dr. Bierman testified 


yes cerday as to the processing parameters in FEPSREree | 


the regular batch at Vita. 
THE COURT: Well, what were they with reference 
to those shown in H? 
Q Dr. Bierman, do you recall the temperature? 
A Yes. The temperature of the regular process 
I believe varied between 146 and 156 degrees Fahrenheit for 
30 minutes. 
THE COURT: And the salt? 


THE WITNESS: I believe it was in that batch 


THE COURT: 3.01? 
THE WITNZSS: Yes. 


(Continued on next page.) 
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BY MR. EINSTETH 

Q Dr. Bierman, I'm going to show you collec- 
tively photographs marked Exhibits I, J and K for Identi- 
fication and ask you if you can tell us what these 
represent. 

A These represent smoked fish, whitefish, 
that were processed in Vita's plant to 180 degrees 
Fahrenheit for 30 minues. 

Q All three photographs -- 

THE COURT 225 die 
THE WITNESS: Yes, sir. 
I direct your attention to K, which is 

very illustrative of what happens when the fish 

are heated to this high temperature with some 

fish, where they pull away from the nail and 

Gemonstratesthe need for additional support hooks 

in these fish. 

MR. MC MORROW: I object to the answer as 
not respensive to the question. 
I think the picture speaks for itself. 
MR, EINSTEIN: I offer these three photographs, 
AME ENE 9 (ound 38 in evidence. 


THE COURT: As I understand it, these are 


211380 degree cases? 


te 
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THE WITNESS: Yes, the three photegraphs. 
THE COURT: De you know what the salt was? 


THE WITNESS: I think in that produce it was 


MR. MC MORROW: We object for the same rea- 
sons, your Honor. 

COURT: It will be received. 

+ CLERK: So marked Defendant Exhibits I, 

Evidence. 

marked. ) 

WITNESS: They hang with the tail up, 
sir, if you look at them with the tail up. 
WEINSTEIN: 

Q I next show you what has been marked Exhibit M. 
MR. EINSTLIin: I realize I skipped over L 


momentarily, your Honor. 


Q I ask you if you can identify what Exhibit M 
represents. 
A Exhibit M represents a gravity-type oven, 
brick overn. 
It shows the charcoal pots that are used for 


Supplemental heating. It also shows the gas jets along 


the bottom edge of the oven andit also indicates a partial 


tree of fish prepared for drying and smoking. 
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Is that Nova Scotia's oven? 

Yes, it is, 

MR. EINSTEIN: I offer i in evidence. 

MR. MC MORROW: Wo objection. 

THE COURT: Received. 

THE CLERK: So marked Defendant's Exhibit M 
in Evidence. 

{So marked.) 

I now show you -- 

THE COURT: One moment, please. 

(Pause.) 

THE COURT: The jets, the gas jets -- 

THE WITNESS: One long piple. 

THE COURT: What? 

THE WITNESS: Two long pipes running at the 
bottom, 

THE COURT: And the flame is directed to the 
plate? 

THE WITNESS: Up to the plate, yes. 


THE COURT: And not into the chamber? 


THE WITNESS: Sort of direct on both sices. 


Part of it will go into the chamber and 


part will heat the plate to radiate heat. 


THE COURT: The flame will come out on the 
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near side of the pipe? 

THE WITNESS : Yes. There are holes along 
the pipe that are underneath that plate. 

The jet flame will come out there, part of 
which will be under the plate, part will be partly 
away from it. 

THE COURT: I take it this is before any 
application of heat? 

THE WITNESS: Yes, sir. 

THE COURT: Or smoke? 

THE WITNESS: Yes. 

BY MR. EINSTEIN: 

Q I next show you what has been marked as De- 
fendant's Exhibit L for Identification and ask you if you 
can describe what that is, sir. 

(Handing.) 

A This is a picture of regular smoked white- 
fish at the Nova Scotia plant. 


It demonstrates the additional body hooks 


employed and also the thermocoupler wires we used in the 


monitoring. 
Q Is that after processing? 
A Yes, sir. 


Q What temperature was that fish processed? 
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A This was a regular batch. This was processed 
at approximately 150 degrees for 30 minutes. 
MR. EINSTEIN: . I offer that in evidence. 
THE COURT: For how iong? 
THE WITNESS: 30 minutes. 
THE COURT: What salt? 


THE WITNESS: Salt content in that product, 


I believe, was 4.3. 


THE CCURT: At what stage of the proceeding 


was this taken? 

THE WITNESS: This is a finished smoked 
fish still hanging in the oven before it was re- 
moved, after the smoking operation. 

MR. MC MORROW: I have no objection, your 
Honor, except to the language in the back represent- 
ing the source of the fish. 

THE COURT: It will be received. 

THE CLERK: So marked Defendant Exhibit L 
in Evidence. 

(So marked.) 


THE COURT: You referred to additional sup- 


THE WITNESS: Yes, the fish is hung through 


the tail area on a stainless steel nail and then 
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you will see that there is an addition -- looks 
like a wire coming down, a heavey wire coming 
down -- 


THE COURT: The white wire? 


THEWITNESS: Yes, the Silver, stainless steel 


THE COURT: Yes, that's not the probe wire? 


THE WITNESS: No, sir, that's not. 


THE COURT: The white tag with the blue 


strip -- 
THE WITNESS: They put a label on their fish, 
on their larger fish prior to the processing. 
It's on the fish during the whole process- 
ing operation. 
BY MR. EINSTEIN: 

Q I next show you what has been marked as 
Defendant's Exhibit N for Identification, and ask you to 
describe what that represents. 

(Handing.) 

A Yes, sir, this is a tree of -- I'm sorry, 

a stick of fish processed at 180 degrees for 30 minutes 
in one of Nova Scotia's ovens -- 
THE COURT: With what salt? 


THE WITNESS: The salt content on this fish, 
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I believe, is 4.46. I'm not quite sure on this 
one, sir. 


THE COURT: Four or six; 4.4 or 4.6? 


THE COURT: This was Nova Scotia? 
THE WITNESS: Yes, all prior to being removed 
from the oven. 
MR. MC MORROW: Your Honor, I would object 
to this primarily because the basis really hasn't 
been established that these fish were processed 
in compliance with the G.M.P. 
BY MR. EINSTEIN: 
Q Did you personally supervise the process- 


ing of these fish? 


i 
| 
MR. EINSTEIN: I offer this in evidence. ’ 


A Yes, sir, I did. 

Q Did you have a pyrometer with probes in the 
fish during the processing? 

A Yes, I did. 

Q Did you observe the readings on the probes 
and note what. they were? 

A Yes, sir, I did. 

Q Based upon all that, can you testify fron. 
your personal knowledge these fish were processed at ibs- 


degrees for 30 minutes? 
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Yes, sir. 

MR. MC MORROW: i would still object with 
respect to the assertion that they represent fish 
which have a salt content of the precise amount 
that Dr. Bierman stated. 

THE COURT: Whichever that is, 4.4 or 4.6. 

Did you make notes of the experiment which 
you refer -- 

THE WITNESS: Yes, sir. 

THE COURT: Couldyou tie them right down 
to Exhibit M? 

THE WITNESS: Yes, sir. 


THE COURT: Would you want to consult on 


MR. EINSTEIN: If Mr. McMorrow wants to. 
THE COURT: I told one of our judges about out 
testing session here yesterday. 

He said he felt that he could have qualified 
and would have been glad tc. 

MR. EINSTEIN: Shall we make a guess as to 
which one? 

THE COURT: No, you would almost certainly 
be wrong. 


THE WITNESS: Salt content in those fish, sir, 


was 4,34, 
THE COURT: Four point -- 
THE WITNESS: -= three four. 
THE COURT: That's thirty-four hundredths? 


THE WITNESS: Yes. 4.34 per cent, yes, sir, 


in the water phase, the loin muscle. 


We charted the slowest heating fish or at 
least the slowest heating fish that we had probes 
in and the highest heating fish. 

The chart is demonstrated by the black con- 
tinuous line which is the slowest heating fish, the 
red line is the highest heating fish. 

The slowest heating fish was at 180, 
approximately 35 minutes. 

THE COURT: The highest heating fish? 

THE WITNESS: The highest heating fish was 
at about -- it reached the temperature of about 
200 -~- I have a report here, about 224 degrees. 

It was above 200 degrees for 95 minutes. 

THE COURT: How many? 

THE WITNESS: 95 minutes. Ninety-five. 
EINSTEIN: 

Q Would you explain to his Honor the differences 


in temperature? 
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A Sir? 

Q The reason for the difference in temperature 
between the slowest heating fish and the hottest fish. 

A There are differences in temperature within 
the over, also differences because of the location of 
the probes. 

You can't be always be assured that you're 

in the geometric -- thickest portion and slowest heating 


part of the fish, and also the size of the fish will 


determine the heat penetration rate. 


Q Before you roll that up, can you tell us 
during the period of time that the coolest fish maintain 
that temperature of 180, what is the ambient temperature 
in the oven and that I understand is the ambient tempera- 
ture in the mid-point in the oven, is that? 

A We have the two ambient temperatures. 

We took the ambient in the rear of the oven 
and the front of the oven. 

Q The rear of the oven would be the hottest -- 
hotter or hottest? 

A It depends;on some ovens it could be the 
hottest and some it could not. 

Q The front would be cooler in any event? 


A Not nscessarily. 


—eneeeeeeranareseensenstanenent 
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Q Not necessarily? 
A No, 


When they close the doors, you could have 
a higher tempoerature developing in front. | 

Q Would you tell us what those ambient read- 
ings were? 

A My chart goes up to 300 decrees and the 
hottest temperature exceeded 300 degrees for a period of 
about 85 minutes. 

THE COURT: Eighty-five? 
THE WITNESS: Eighty-five. 


A (Continuing) The slowest heating ambient 


proble indicated a temperature above 300 degrees for 


about 29 minutes, 15 to 20 minutes. 

Q Incicentally, Dr. Bierman, do you know whether 
in the smoking process, it is necessary for somebody to 
enter the oven chamber to do things during the course 
of smoking and cooking? 

A During the end and during the smoking pro- 
cedure, it is necessary to add additional charcoal to the 
pots to maintain the temperature. 

At the termination of the heating operation, 

and I say the application of heat, the heat continues 


because of the heat in the brick walls of the ove, the 


| 
| 
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charcoal pets are removed and the smoker or his assistant 
has to go into these cvens and lay down a bed of excelsior 
and chips which are moistened and ignited and these are 
the manufacturer of the smoke during the smoking cycle 
which in the draft oven is usually at the end of the 
heating cperation. 

Q Can you tell us what the ambient temperature 
was on the two probes in that oven at a point in time 
when the smoker would be required to oo in there to lay down 
the excelsior and ignite it to produce the smoke? 

A The ambient temperatures, as ‘I indicated, 
were in excess of 300 degrees when the smoker went in and 
when he came out he said, “If we have to smoke like this, 
I'm quitting." 

MR. EINSTEIN: Do you want that chart marked 
for identification for any reason? 

I don't propose to encumber the record, 
unless you want it. 

MR. MC MORROW: I think we would like to 
take a look at it. 

THE CLERK: Photograph marked as Defendant's 

Exhibit N in Evidence. 

(So marked.) 


Mi INSTEIN: I next ask a group 0” documents 


i” 
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be marked as the next group of exhibits for 
identification. 
THE CLERK: So marked Defendant's Exhibit 0 
for Identification. 
(So marked.) 
BY MR, EINSTEIN: 

Q Dr. Bierman, I show you what has been marked 
Defendant's Exhibit O for Identification and ask you if 
you can identify the document. 

{(Handing.): 

A Yes, this document is commonly referred to 
as the whitefish petition. 

Q Do you know when and with whom it was filed? 

A This document was prepared and filed by the 
Bureau of Commercial Fisherieswiti: the Food and Drug 
Administration in early to mid-1971. 

Q Do you know of what the document -- what 


the nature of the petition is? 


A Yes, sir. 
Q Would you toll the Court, please? 
A The petition, basically, is to amend the 


regulation permitting nitrate in chubs as applied to 


whitefish. 


/oeeoenereereneeeoetetmeasnmesn tent ite nt 


21 CFR 121.1230 is the food additive regulation 
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permitting nitrate in chubs. 

THE COURT: Say that again? 

THE WITNESS: 21 CFR 121.1230. 

This petition is applied to whitefish, re- 
questing and supplying data to substantiate the 
processing of whitefish at 150 deqxees with 
three per cent salt, using nitrate at a hundred to 
200 parts per million. 


MR. EINSTEIN: I ofier the petition in evi- 


MR. MC MORROW: Your Honor, I strenuously 
object. 

I object on the basis primarily of relevancy. 

I think this Court has already stated it 
is not going to hear evidence on an application 
made to the Food and Drug Administration with 
respect to an amendment of the GMP's. 


We don't believe this is the proper forun. 


We don't believe this document has any bearing on 


this proceeding whatsoever. 

THE COURT: I don't know quite what the pur- 
pose of the offer is. 

MR. EINSTEIN: To place in evidence the 


documentation of one of our counter-claims in 
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causing us the problem of being here today. 
MR. MC MORROW: I still fail to see the 


| 
| 
to act on the petition since 1971, which is 
| 
| relevance, your Honor, to the proceeding which is 


~ 


pefore this Court to the questions which are before 


| 
this action in which we complaint of FDA's failure 
this Court, which is whether or not the defendants 


mm 


9 have violated the GMP's. 

10 | What the agency has done or not done with 

li respect to the so-called whitefish petition is 

12 totally irrelevant to the matters before this 

13 Court. 

14 | THE COURT: I'm inclined to agree with | 

it you but at the same time I think it has a place 

16 | in the case in view of what has been said about the 

m3 counterclaim if only for the purpose of making 

8 | the poitn clear and reviewable. 

19 | As I understand it, what we next need is 

20 that there was never any formal order of any kind 

21 enterec on or anything in the nature of a determin- | 

22 ation entered on it and there was no appeal to 
a 23 any reviewing Court for or with respect to the 
oe i | action or inaction on th- petition. 
7 25 || MR. MC MORROW: We have a threshhold objection, 
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also, your Honor; that is that we submit this Court 


doesn't have jurisdiction to hear that counter- 


claim. 


If the plaintiffs -- if the defendant -- 


THE COURT: I'm quite inclined to agree 


with you, but, again, I thim, in order to have the 


point in reviewable shape, we need to have the 


material here. 


This does not constitute a ruling on my 


addressed t this Court for corrective action or for 


the purpose of having this Court, as I presently me 


it, issue any order against the Secretary, but how 


I can say that without giving the Appellate Couct, 


a eS een peter etnnenso 


16 in effect, a look at what I said, “No,” to, escapes 
17 me. 
18 


In other words, the fact that one is going 


part that this petition can, in effect, be re- 
18 
| 


| 19 to dismiss the compalint for want of jurisdiction 
| 20 is not a ground for expunging it from the file 

| 21 of the Court before appeal. 

22 Better leave it in the record so that the 
L 23 Appellate Courts can determine whether or not 


25 MR. MC MORROW: Then I would wnt to make 


: 
| 24 you should have dismissed it. 
| 
i 
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sure the record reflects our objection to this 


line of testimony and the admission of this exhibit, 
primarly on the grounds this Court lacks juris- 


diction to hear the counterclaim, and also in 


addition, that it is irrelevant -- 
THE COURT: in other words, you now want, 

I would think, you would want this received in 

evidence in support of your Gemurrer to the 

countezclaim. 

MR. MC MORROW: For that limited purpose 
only. 

THE CLERK: So marked Defendant's Exhibit 0 
in Evidence. 

{So marked.) | 

THE COURT: I wonder if we can do something 
to keep it in a piece. 

MR. EINSTEIN: We would like your Honor to 
make a Xerox. It's our only copy. Maybe Mr. Morrow 
can even handle that. 

MR. MC MORROW: Your Honor, we have a 

problem in that all we have is what Mr. Bierman 
purports to be the whitefish petition. 


We don't know if that is an accurate dupli- 


cate reproduction of the whitefish petition. 


2 


18 


19 
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It is just what Mr. Bierman purports it 
to be. 

MR. EINSTEIN: I will stipulate with 
Mr. McMorrow,if he finds anything included which 
shouid not be or that has been excluded that should 
be included, he may supplement or change the 
exhibit as is appropriate, either during this trial 
or during your Honor's consideration of the 
matter. 

I don't want the record to be inaccurate. 

MF. MC MORROW: That was my concern, your 
Honor. 

THE COURT: Perhaps we ought to be clear 
about what's what. =— 

There appears to be at the top communications 
of January 28, 1972, August 6, 1971, and July 16, 
1971, and then something called a supplement 
to Attachment i. 

I think you better police this up to see what' 
what. 

MR. MOREY: Your Honor, might I explain? 

The petition was originally submitted, I 
believe, April of 1971. However, it did not contain 


all the data at the time of submission. 
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THE COURT: Ali I want to have, to make 
Sure that we're talking about what was before the 
department. 
You generally straighten that out and make 
sure that you got it all squared away. 


MR. MOREY: This was that, just supplemental 


THE COURT: I will accept what you generally 


agree upon. 


| 
| 
| 
MR. EINSTEIN: Do you want us to consult 
with Mr. McMorrow? 
THE COURT: Certainly. 
MR. EINSTEIN: Do you have a copy available, : 
Mr. McMorrow? 
The Government advises me they don't have 
a@ copy here. 
MR. MC MORROW: I'm not familiar. we 
don't have a copy with us, yOur Honor, no. 
MR. EINSTEIN: I would be perfectly satis- 
fied -- 
THE COURT: There is time to do it. It's 
not going to take a hundred years. It shouldn't 
take more than a day. 


MR. EINSTEIN: I assume Mr. McMorrow will 
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product it to the Court. 

THE COURT: As long as it is a real thinc. 
BY MR. EINSTEIN: 

Q Dr. Bierman, de you know whether there 
has been any official action or determination of the 
whiteful petition by the Food and Drug Administration? 

A I have not seen any and I do believe there 
has never been any action teken officially on that 
whitefish petition. 


MR. EINSTEIN: You may inquire. 


(Continued on next page.) 
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Q Dr. Bierman, did you file the whitefish petition? 
A No, sir. I did not. 
Q So its understod, I believe, no communication 


was received by you regarding whether or not it was denied or 


granted? 


| 
A I have attended a number of meetings with the 
Food and Drug Administration in reference to the smoke fish 


problem, since the whitefish petition was submitted. It has 
been discussed and our latest. meeting with the Food and Drug 
Administration in May of 1975, they had taken no action on 
that petition and I have not heard since that date that they 
have taken action. 

MR. EINSTEIN: Does the government contend the 


Administration has taken action on the petition? 


TANS STS Ste EERE SSS soa aSSENS 


MR. MCMORROW: Your Honour, if you will bear 
with me for a moment. 


THE COURT: They may calmly and deliberatively 


have taken non-action. 


22 
MR. MCMORROW: Permit me to confer one moment with 
23 
° the representatives of the F.D.A. 
24 
THE COURT: Yes. 
25 


| (Pause) 
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Q Mr. Bierman, do you know who filed the white- 
fish petition? 

A Yes. 

Q What organization is that? 

A The bureau of Commercial Fisheries of the Depar 
ment of Interior. 

Q Do you know whether or not that agency has de- 
cided to take any action with respect to the whitefish petiti 

A I don't understand your question. 

Q Do you know when the Bureau of Commercial Fish- 
eries, now the National Marine Fisheries Service, the organi- 
zation which filed the whitefish petition has,consequent to 
the time it filed the petition,taken any action to force or 
otherwise seek - - excuse me - - to enforce the F.D.A. to act 
on the petition? 

A I don't know. 

Q Do you know whether or not they have considered 
taking any action to force the F.D.A. to act on the petition? 

A I don't know, no. 

MR. Mc MORROW: Might I please see the photo- 
graphs, the exhibits? 

THE COURT: Yes. 
A Dr. Bierman, with respect to the fish that were 


smoked at Vita Foods, can you tell me what kind of oven they 


aac emanrean sr eeanennantoneommantpeameaanonanoameamannnne eran Tein mem 
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were smoked in, cooked and smoked in? 

A They were smoked in an Alkar .Rasmusse in elec- 
tronically controlled oven. 

g These ovens have temperature anc humidity con- 
trols; do they not? 

A Yes. 

Q Would you explain briefly again what a temper- 
ature control is? 

A A temperature control, they have a recording 


instrument that indicates the dry bulb and the wet bulb tem- 


1 
| 
| 
} 
| 
| 
| 
perature, They have an instrument panel which they can con- 
trol the temperature going into the oven and the moisture goin 
into the oven and these dial controls are set to attain bisa 
processing parameters. | 


Q You've testified with respect to the gravity ove 


which were used by Nova Scotia, that there was a substantial 


cee -e 


variation in the temperature between one fish and another fish | 
within the oven? 

A That's correct. 

Q I presume that's because the temperature varies 
dramatically within the oven? 

A It varies because of the size of the fish, the 
location of the probe and the temperature in the oven, yes. 


TNE COURT: There, we are talking about substan= | 
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tial differences in the temperature at the probe point 
in depth in the fish? 


THE WITNESS: That's correct, it sensors at one 


which we are measuring the temperature. 


point at the end of the probe anc it's that point at 
THE COURT: So that it's really deep in the | 


tissue. 


THE WITNESS: It's hopefully deep in the tissue 
when you insert these, you assume based on the possess; 
ioning and the depth of the probe that you are hitting the 

depth of the fish. 

THE COURT: If it's done right, it's really 
right in there? 


THE WITNESS: That's correct. 


THE COURT: What about - - Are they substan- 


| 
| 
| 
| 
| 
| 
| 
| 
| 


tial differences in the ambient temperature at the 
surface of these fish, depending. upon where the fish 
is? 

THE WITNESS: That's correct. 

THE COURT: There is? 

THE WITNESS: Yes. 

THE COURT: Do you know what the order of diff- 


erence in the ambient is? 


3 


THE WITNESS: I think on those charts indicate 
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2 | the high and the iow ambient - - 
" THE COURT: That's at the extreme of the oven; 
. isn't that correct? 
’ THE WITNESS: Yes. 
, THE COURT: Not, as luck would have it you did 
: not do one between the two racks? 
. THE WITNESS: That's correct, but I think the 
° | rear and the front of the oven would indicate the vari 
10 | ation that you might expect in the ambient condition. | 
| THE COURT: You think it would be moreless a | 
12 | | 
slope? ° | 
x THE WITNESS: Yes, it would range between those 
| values. | 
a Q Would forced air circulation be helpful in mak- | 
* ing the temperature uniform within the oven? 
: A You have to understand how these ovens operate. 
ae They control the temperature by a number of factors. They 
19 | control it by the gas jet. They control it by the smoke pots, 
2 | the intensity and the number and also control it by the open- 
ag | ing in the front of the oven and in the flue opening. 
: THE COURT: When you say"“opening in the front of 
a ai the oven", is it like the old fashioned furnace of my 
s - | youth that have vents on it, that yOu open and close : 
25 


or do you just put the door ajar or what? 
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THE WITNESS: No, this oven has it - - it's 


tw 


| 

| 
3 | hinged on the outside frame cf the oven. There are 
4 | two dutch doors that are opening in front of theoven. | 
5 | Each door is divided into two separate doors so they | 
6 | can separately close the lower portion and these 
) | dutch doors are divided probably two-thirds up and 
8 | then there's another set of doors a third of it way | 
9 | up, wo we have basically four doors that are used to | 
10 | open and adjust for the opening. This participate | 
12 || in the temperature control. | 
alt Q These are all features of the gravity oven; are 
| they not? | 
14 | A That's correct. | 
8 Q In the alcar ovens or more sophisticated 
16 electronic oven there's no need for charcoal pots; is — 
"| A No, sir, there isn't. | 
is | Q The doors are sealed; are they not? 
i] A They are closed, yes. 
20 | Q And the air circulates within the oven? 
21 A The electronic oven? 
22 Q Yes, forced air circulates within? 
23 | A That's correct. 
24 Q Does that have the effect of achieving a more 


25 uniform temperature? 
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2 A Yes, it does. 
3 Q Now, you testified with respect to the batches 


cooking in the gravity oven at Nova. Scotia Foods a substantia 


variation,, the highest heated fish reach a temperature of 


6 | over two hundred degrees for ninety-five minutes, whereas the 
slowest heating one upon which you based your test is one 
hundred and eighty degrees. for thirty minutes. 

| A I should point out we probed four fish and ve 
| had two ambient probes so there are- records there, although 
| 


I have not indicated them by a continuous line of two other 


Q I see. 


2| probes in that oven. 
| The photograph, Mr. Bierman, appears to indicat 


16 || eighty degrees for thirty minutes and the other three fish 
| 


17 were at over two hundred degrees for almost ninety minutes; 


is that correct? 


15 that of those four probed fish, one of them was at one “2 
| 


says the slowest heating fish in the oven must: obtain para- 


| A That is absolutely correct, sir. The G.M.P. 
meter at the time of one hundred eighty degrees Fahrenheit 


22 doe thirty minutes, the slowest heating portion of ‘the fish. 
23 |! that's exactly what we did. . 

* Q You cooked.in an oven ~< 

25 | 


THE COURT: In other words, you interpret it, ~~ 


and I guess we're all agreed agreed that the regulatio 
requires that it be not at the belly, but in the back 
or wherever, ‘and that it be the lowest fish in the lot 
THE WITNESS: Perhaps I can help you out. 
THE COURT: What was just crossing my mind was, 
There are going to be, what, several hundred pounds of 


fish in there at a time? 
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THE WITNESS: They smoke ve" lly five to six 
hundred pounds in an oven. 

THE COURT: That means what? 

THE WITNESS: (No response) 

THE COURT: What does that mean, a hundred fish? | 

THE WITNESS: Two hundred fish. It could be 
two hundred to three hundred fish. 

THE COURT: Would it be appropriate - - 
I suppose you couldhA't know without the probes in eve 
fish; could. you, to avoid over heating by simply dis- 
carding those fish which were not heated to a hundred 
eighty for thirty minutes? 
A (No response) 

THE COURT: I mean could the regulation be inter- 
preted as meaning that those that you hold for shipmen 
in interstate commerce must have been fish that have 


been cooked at one hundred and eighty degrees for 


> tet 
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thirty minutes. 


THE WIYNESS: The regulation says that the 


Slowest heatir«; fish must obtain this parameter, that 
in a sense every other fish must at least attain that 
and because of the variation they «an attain a consid- 
erable hire level. 
} 
THE COURT: What you are saying is, if you know 
as you must know, that there is a cold spot in every 
brick oven that you cannot simply reject those or use 
that as a means of compliance. 
THE WITNESS: Well, the processors do. If the 


know there's a cool spot in the oven, they will indi- 


cate that as the probing area to represent the slowest 


ee. ae ee 


neating fish. 


THE COURT: They would have their heads examine 


and be better off leaving that set of book vacant. 
Well, anyway (sic) | 
Q The point is, Mr. Bierman, the substantial = 
etion in temperature within the brick oven, the gravity oven, | 
causes these wildly divergent reading of the monitored fish | 
in the brick oven} is that correct. 


A I think you'll find as these brick ovens heat 


up, that's a lot of radiant heat created by the heat absorbed 


by the bricks so as you continue toc heat in these ovens the 


bo 
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| heat stablizes and is not as great toward the end of the 


| cooking area as in the initial porticns. 


THE COURT: Let's us not go into black bodies and 


There are these variations - - 


- - within the gravity oven. 
THE COURT: Might I ask one question? _ 
it, for’ processing purpose the cooking period is longe 
than thirty minutes. 

THE WITNESS: 

THE COURT: What is it if there is a standard, , 
what is the standard of cocking period?- 

THE WITNESS: There is no standard cooking peri 
The Food and Drug Administration only wants the fish t 
attain - - 

THE COURT: J] understand that, but I take it 
that the processor of the fish has his own formula how 
long he wants them exposed to heat in the oven. 

THE WITNESS: That's correct and then it's based 
upon the quality characteristic and the need to dry 
the fish initially and slowly heat it. 

THE COURT: I take it here that the sixtysix 


minutes extra could not have been controlled. 
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THE WITNESS: That means that particular fish 


fal] 


got up to temperature quicker than the other fish did 
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| 

| so it stayed at an elevated temperature through the 
| 

| 


remainder of the cook. 


° | Q Mr. Bierman, isn‘t it possible in fact - ~ 
’ | isn't it the case that the heat is more easily controlled and 
: | iets more uniform within the electronic oven? 
‘ ! A That's correct. 
i | Q -So that were these fish processed in an elec- 
| tronic oven, there might not be thesubstantial variation in 
a temperature? | 
a A That's correct. 
i | Q Yet you presented us with three photographs of 
Pe fish which were cooked in a gravity oven. 
16 || 
A (No response) 
u Q I ask you, were these fish cooked with the 
x expectation that samples of the fishes would be brought into | 
at this courtroom? | 
20 || 
| A Yes, these were processed in strict accordance 

# | with the G.M.P. procedure so they could be demonstrated what 
| the fish looked like when they were processed that way. 

s ai Q The test was undertaken - - the fish were cooked 
sa on the racks, hung onto the smoke sticks, they were dried, | 
25 


cooked, they were smoked, they were brought out of the oven 
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all as part of an experiment or part of a process in antici- 
pation of these pictures being taken and being brought into 
this courtroom! is that correct? 

A That's correct. 

Q With respect to the four pictures you tock at 
Vita Foods, were these whitefish cooked in an Alcar oven? 

A All the fish we processed at Vita Foods were 
cooked in an Alcar oven. 

Q Did you make a similar record of your reading a 
Vita Foods? 

A Yes, we did. 

Q pad you bring that with you? 

A Yes, I did. 

Q - Can we see it? | 

A Yes. Vita Foods, I must point out, that we had 
rented a recording potentio meter for monitoring the temper- 
ature at both Vita Foods. and Nova Scotia Foods. When we we 
to Vita Foods, we had difficulty operating the potentio meter 
recording. thermometer. We had to get in somebody to repair 
this before we could record. Consequently, the processing 
at Vita Foods - the charts are different than the one you wil 
— submitted there. We used a recording potentio meter, a 
recording thermometer that is installed at the Vita plant. 


It's a leeds and north rope, twentyfour point continuous 


f 
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recording thermometer, which has four probes in each cf six 
oven and we use these probes to en the fish at the Vita 


Food plant. Consequently, you will see a different record 


because the time charts speeds are different and I think the 


full scope of temperature. 
At the Vita plant, there are the probes represented 
here in the fish and there is a seperate chart which indicate 


the ambient wet bulb and dry bulb temperature. 


(Continued on next page) 


calibration of the instrument is different as far as the 
| 
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THE COURT: Well -- 

THE WITNESS: This is a temperature chart of 
whitefish with four fish probes representing the left 
rear of the oven, the right rear, the left front and 
the right front of the oven. 

THE COURT: This is a good moment for a short 
recess. 

MR. MC MORROW: Thank you, your Honor. It is 
most appreciated. 

(Recess taken.) 

THE COURT: All right. 

Q Mr. Bierman, in reviewing those charts which 
you produced, I noticed there was a good deal of consistency 
between the four-probe fish in the electronic oven. 

THE COURT: That there was -- 

MR. MC MORROW: Consistency, your Honor, 
between the readings. 

THE COURT: There was little consistency? 

MR. MC MORROW: Thezewas much -- substantial 
consistency. 

THE COURT: All right. In te electronic oven. 

MR. MC MORROW: ‘To my layman's cbservation. 

Will you confirm that? 


No, I don't think -- I think in the early 


| o 
: 
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portions there seems to be good agreement. But I think you 
will see when the fish were up at -- in the 180 degree range 
where they were meeting the GMP parameters, there were some 
fish that got up as high as 197 deqrees. So there was a 
differential of about 179 to 197. So there is a 20 degree 
spread. 


oO That was -- 


THE COURT: That is 179 to -- to -- 

THE WITNESS: The slowest heating fish that we 
were monitoring ranged between 1689 and dropped dewn 
to about 179 at one point durins the 30 minute 
interval. Another fish in that oven that we were 


probing was hovering around the 197 range. 


a) What about the other two fish? Could vou 
point out where they were during that period? 

A Yes. One of those fish was about 183 at its 
low point. And I believe the other fish was up in the 197 
range. 

In fact, I believe -- yes, about 198. 

Q But in the raising of the temperature through 
the cooking process -- 

A Yes. Contrary to the gravity oven during the 
early phase of the heating of this -- in this oven, you 


get a fairly uniform result. And as the temperature 
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increases, the divergence of -- among fish becomes more 
pronounced. Contrary to the other oven, there is a lot of 
residual heat in the bricks, and the temperature in the oven 
is fairly substantial. 

9) How long did this entire monitoring take? 

A This process took five hours. 

Q And at what point in that five hour period of 
time did the divergence between the temperature of the 
monitored fish begin to develop? 

A I would say at about 160 degrees temperature 
they started to spread apart after about four hours, three 
and three-quarter hours of the process. 

Q Now, have you personally experimented with 
cooking fish at other temperatures? 

A Yes. 

Q And for other periods of time? 

A Yes sir. 

Q So you have experimented with cooking fish 
for three hours? In other words, raising the temperature 
quicker? 


A We haven't done too much work on increasing 


the temperature more rapidly, although in the gravity oven 


the heating cycle is quicker than it is in the controlled 


oven. 
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Q But with respect to the controlled oven, you 
say you haven't experimented that much with raising the 
temperature faster? 

A No, we have not. 

Q Now, to my layman's eye -- well, I will withdra 
that question. 

Would you explain what was actually the 

relative humidity as indicated on your wet bulb-dry bulb 
chart? 


A I looked at this chart prior to this, and ours 


dor.'t handle the degree of relative humidity at. the lower 


levels. We found that generally they were below. About 
20 percent. And then at the 140 degree range, we were 
controlling the oven so that the differential between the 
wet bulb and the dry bulb temperature was giving us the 
40 percent relative humidity. However, at the higher 
temperature, at the very high temperatures of 230 -- and 
then we dropped down to about 220, we were unable to attain 
the elevated humidity of 40 percent. 

Q So at the time that the fish were cooking at 
180 degrees you were not maintaining 40 percent humidity 
in the electronic oven; is that correct? 

A There was a portion of the time -- ves, I 


would say that during the last three-quarters of the cycle 
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we had difficulty attaining that higher relative humidity. 


pictures which you observed being taken of the fish cooked 
at 180 degrees for 30 minutes at Vita were not cooked at 
40 percent humidity when they reached 180 degrees? 

A I would have to check the chart. I know we 


had difficulty. We had the humidity at its highest point of 


| 
Q So these pictures that you have presented are 


control in the Vita oven and we were havine trouble attaining 
the 40 percent relative humidity. 
I would have to refer to a humidity chart. 
I noticed you had one there. If I could take a look at the 
humidity chart -- 
Q I think that's what this is. 
A That's correct. 
This dry bulb only goes to 212. It doesn't 


gO ‘to 230. 


Q I don't know how to use it. So I profess my 
ignorance. 

A Well, vou can't determine the relative 
humidity from this chart. 

Oo But the point is, your relative humidity -- 

A We knew that we were now maintaining the 
differential that we had calculated beforehand that was 


necessary to give us the 40 percent. 
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So it was less than 40 percent humidity? 

A I suspect it was. 

Q Have you experimented with cooking fish at 
other levels of humidity? 

A No sir, I haven't. 

Q All right. I take it, then, that you haven't 
experimented with cooking fish at a combination of different 
temperatures and different humidities? 

A That would be correct. 

Q Did you invite the FDA to observe or otherwise 
participate in the cooking and smoking process which resulted 
in these photographs? 

A No sir, we didn't 

Q Isn't it true or -- I will withdraw that. 

To your knowledge, does Mr. Sklar and the 
people who run Vita foods permit pictures to be taken during 
the investigations by the FDA of their facility? 

A I don't know whether they do or not. 

MR. MC MORROW: I have no further questions. 
REDIRECT EXAMINATION 
BY MR. EINSTEIN: 

@) Dr. Bierman, is it feasible to arrange fish 


in the gravity oven so that no fish are placed in the cooler 


areas? 


| 
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A Well, you have to understand what the cooler 


area is. It's a gradient of temperature differential in 


the oven. There is one point that is cooler either because 
there isn't circulation for the amount cf heat in that 
particular area. It's not one -- not one point, but it’s 

a gradation of heatiny from the area. So it would be 

very difficult I think to arrange fish that way. 

Q And what would the effect of that be on the 
production capacity and operation of a plant if you tried 
to eliminate certain areas in the oven? 

A It would reduce the production capacity out 
of that particular oven, utilizing the same manpower and 
eneroy requirement. 


Q All right. Now, is there a -- with respect 


to the electronic oven, is there a difference in temperature 


between the fish and the ambient temperature in those ovens? 


A Yes. 
(9) How great do€és that temperature difference run? 
A I think during the period of the actual -- at 


180 degree temperature, we had a 50 degree temperature 
differential between the ambient and the fish themselves. 

Q In the electronic oven, is it necessary, as it 
is with the gravity oven, for anyone to enter the oven during 


the cooking and smoking procedure? 


ry 
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A No sir. 


THE COURT: Just a minute. Could I hear that 
question? 
MR. EINSTEIN: I said -- 


THE COURT: In the answer. 


(Record read.) 


Q Now, you testified on cvos sexamination that 
you had trouble maintaining a 406 percent relative humidity 
in the electronic oven at Vita. Could you explain what 
Labienake 

A We set the dry bulk control to obtain the 
temperature and tried to maintain the temperature as close 
as to 180 degrees Fahrenheit as we could during the 30-minute 
interval. You just don't get to 130 and stay there. It has 
to be programmed and adjusted. so you don't overswing by a 


lot or underswing that temperature. 


Q You said 130. Did you mean 180? 

A Yes, I did. I am sorry. 

9 All right, continue. 

A The wet bulb is programmed and we set it to 


get the differential that was required to maintain the 40 
degrees. When we set it to attain that differential, we 
were unable to attain the differential and we adjusted the 


wet bulb contrel accordingly and we were still unable to 
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attain it. 

Q You mean the equipment didn't permit you to 
obtain that 40 percent humidity at that point in the 
processing? 

A That's correct. 

MR. EINSTEIN: No further questions. 
RECROSS EXAMINATION 
BY MR. MC MORROW: 

Q Now, you stated that the equipment did:’t 
permit you to maintain the 40 percent relative humidity. 
Do you know how long Vita has had this equipment? 

A Not for sure. But I believe they had it in 
there for four or five years in that installation. 

Q Did they teli you -- did the smoker or the 
operators of the ovens tell vou it was not possible to 
achieve that humidity? 


A No, they did not. 


(continued next page) 
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Q Did they tell you what experiments they had 


done to achieve that humidity? 
A No. 


Q Did they tell you what constituted the 


equipment to see if that humidity or a higher humidity could 


A No. 


be reached? | 
9) Did they tell you wheth=r or not they 
consulted with any experts, whether it be encineers or 
experts on heat transfers within foods to cee if that 
humidity could be reached? | 
A No, they did not. | 
MR. MC MORROW: No further questions. | 
REDIRECT EXAMINATION 
BY MR. EINSTEIN: 
Q You do know how te run one of these electronic 
ovens? 
A I know ow to control them with assistance 
from a smoker. 
MR. EINSTEIN: All right, thank you. I have 
no further questions. 
MR. MC MORROW: No further questions. 
THE COURT: You may step down. 


(Witness excused.) 


MR. EINSTEIN: May we recall Dr. Melvin 


Eklund? 


DIRECT EXAMINATION 
BY MR. EINSTEIN: 

Q Now, Dr. Eklund, would you deseribe for us 
exactly what is a Clostridium botulinum? 

MR. MC MORROW: May it please the Court -- 

; COURT: Yes sir. 

MR. MC MORROW: Your Honor, at the conclusion 
of Dr. Eklund's -- or, excuse me, when he had 
stepped down from the witness stand on Monday, I 
believe that you had stated that the testimony that 
he was about to give us was almost certainly 
irrelevant, and unless the defendant -- that you 


said at that point that it becomes irrelevant -- and 


you stated then that -- you stated to defense 
counsel, "If you want to submit an offer of proof 
so it will be clear what we are passing up, then I 
think you don't have to do it right this instant. 
But perhaps you, before you let Dr. Eklund escape 


to the West Coast, you can sit down with him and 


MELVIN EK. L UND, having been 
previously duly sworn, testified further as follows: 


prepare and go over the proof that he would have 


made, so that we can make that part of the record." 
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Am I to understand that this is an offer of 
proof? 

MR. FINSTEIN: s am offering it as testimony. 
If your Honor holds that it 1s irrelevant, it will 
become an offer of proof. 

THE COURT: Yes. I do not depart from the 
rulina I made earlier. 

MR. EINSTEIN: Now, your Honor, I would like 
to be heard for just a moment on the relevancy, at 
least this particular group of questions that I am 
now addressing to Dr. Eklund. 

The regulation us proposed and adopted by -- 
shown by Plaintiff Exhibits 1 and 2 in evidence, 
it. is based upon the authority, 22 USC 342(a) (4), 
which is the insanitary condition provision of tha 
adulteration statute. I think that if your Honor 
is going to make a determination as to whether -- 
and I might udd that the regulation is directed 


entirely as is shown in its preamble toward the 


problem of bolutinum or Clostridium botulinum in the 


fish. I think if your Honor is going to make a 
determination as to whether the regulation is 
authorized under the statute, you have to know a 


little bit about what this organism is, where it 
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exists, how it finds its way into the fish. Ane that 
is the purpose that we are offering this evidence 


at this time. 


the administrative record. That is what the ruJe- 
making procedure is all about. 

TREE COURT: I think here -- if I grasp what 
he is after -- he's after his other voint on 
insanitary. 


MR. MC MORROW: But, your Honor, we have -- 


] 
1 
| 
MR. MC MORROW: Your Honor, that is vart of 


we have been through this once before on Monday. We 
are alleging a violation of the regulation which is 
a particular -- 

THE. COURT: Thats) right. But what he is 
saying is, if the reguiation is on its face totally 
unauthorized, that can be reached here. And if -- 
therefore, we have to know what hinge word 
insanitary means and where it does extend to the 
present case. 

That's as I understand hisoffer, this part 
of the proof. 

MR. MC MCRROW: Well, may I have an explanation 


as to -- 


THE COURT: You see,the emphasis before on 
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his ~- on the no claim of filth contamination of that 
kind from external intrusions during the processing 
procedure. 

MR. MC MORROW: Will you bear with me one 
moment, your Honor? 

THE COURT: Yes, certainly. 

MR. MC MORROW: Your Honor, the regulations 
themselves purport to establish requlations for the 
processing or manufacturing of foods wmder sanitary 
conditions. Now, we submit that the question of 
whether or not the regulations or the -- that it is 
an issue which should be addressed to the adminis- 
trative record and whether or not the administrative 
record survports the determination. 

THE COURT: For one thing it can't be address=2 
to them effectively because they have no power of 
effectively passing on them. And that is, whether 
or not their regulation is authorized by the statute. 
Their belief that it was would be -- it would be 
entitled to consideration by a court since they 


are the administrative body charged with enforcement 


of the act. They would be entitled to that defer- 


ence and that respect. It could not be decisive 


of it because that is peculiarly the question for 
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Now, the argument here is that it is not laid 
to rest by the failure to appeal directly from the 
regulation by proceedings in the appropriate reviewing 
court, but can be brought up collaterally if it goes 
to the total want of authority to adopt such a 
regulation. 

MR. MC MORROW: But isn’t that a legal 
determination that must be made by the Court with 
reference to what is in the administrative record? 
That is our position. 


THE COURT: No. 


Clostridium botulinum? 
A A Clostridium botulinum is a species -- 
THE COURT: Now wait a minute. Could you 
spell the word? 
THE WITNESS: Yes. I already have it written 
out for the reporter. 
THE COURT: And me, too. 
THE WITNESS: I am sorry. C-l-o-s-t-r-i-d-i- 
u-m. The next word is botulinum, b~o-t-u-1l-i-n-u-m. 
Clostridium botulinum is a species of 


bacteria that produces a spore. And it grows well 


0 Would you tell us, then, Dr. Eklund, what is 
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under the absence of oxygen. This species -- 

THE COURT: Wait a minute. Produces a spore. 

TEE WITNESS: Produces a spore. And grows in 
the absence of oxygen. 

THE COURT: The spore -- 

THE WITNESS: The spore, when it germinates. 
it will grow into a vegetative cell. and in that 
state iz grows in the absence of air. 

THE COURT: A spore when it what? 

THE WITNESS: It germinates much like a 
seed. It germinates into a vegetative state in which 
it multiplies. It is in this vegetative state that 
it grows and produces the lethal toxin in this -- 

THE COURT: Wait a minute. 


Yes? 


that are casignated as Type A through Type G. 

THE COURT: D? 

THE WITNESS: A, B, C, E. F.G. They are 
designated by these letters because they each produce 
a different toxin that is neutralized by a specific 


antitoxin. 


| 
| 
| 
THE WITNESS: In this species there are types 


THE COURT: Just a minute. 


Yes? 
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Can you describe for us exactly what is a 


A A spore is a state of the organism in which 
it is most resistant to heat and other physical and chemical 
treatments. 
Q Now, generally -- 
THE COURT: Wait a minute. 
Yes? 
9 All right. Where is the bacteria found? 
A The Clostridium botulinum organism is found 
very frequently very frecuently in marine areas, soil 


samples and other samples ejected from nature. 


THE COURT: Wait a minute. Marine soil 


samples and -- 

THE WITNESS: And many other natural samples 
that are from nature. In other words, samples that 
have been in contact with soil or perhaps mud from 
the marine or fresh water areas. 

QO How does the bacteria find its way onto a 
whitefish? 

THE COURT: Onto? 

Q Onto or in a whitefish? 
A The spore find its way into a whitefish 


merely by accident. That is, the organism -- or the 


24 


25 
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whitefish, as it is swimming in its environment, may pick 
this up from the marine sediments throuch ingestion of 
food products -- foods and also from perhaps stirring up 
the mud samples to which it may adhere to its exterior. 

@) Now, respect to a live fish swimming around 
in a lake, if you were to take that fish out of the water 
and examine it, if it had any spores, where would they 
be found on the fish? 

A The spores would be confined mainly to the 
intestinal tract or the exterior of the fish. I believe it 
is generally regarded that animal flesh in general is 
sterile. | 

THE COURT: Is sroreless? 

THE WITNESS: No. I believe that in general 
that the fish or animal flesh is considered to be 
free of micro-organisms. I am speaking mainly of 
bacteria when I say micro-organisms. 

Q Do you know the source of the whitefish 
currently utilized by the industry that produces hot smoked 
whitefish? 

A Yes. 

THE COURT: Just a minute. Could you repeat 
the question? 


1] Do you know the source of the whitefish 
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currently used by the industry in processing their hot 
smoked whitefish? 
THE COURT: Could you read that? 
(Record read.) 
MR. MC MORROW: I would like to object to 
this line of testimony. This is all in the adminis- 
trative record and I don't see how it goes to the 


question of sanitary questions. 


THE COURT: I heard that. I quite understand. 


Q You may answer. 
A Will you repeat the question? 
Q Where do the fish that are currently being 


processed come from? 


A In talking with the different processors of 
whitefish, they tell me that the greatest percentage of 
the whitefish comes from the Great Slave Lake or Lake 
Winnipeg in Canada. 

MR. MC MORROW: Objection, your Honor. That 
is hearsay. 

THECOURT: Yes. 

MR. EINSTEIN: We have also had testimony on 
that directly from Mr. Sklar. I think that 


corroborates it. 


Q Now, have you recently conducted some tests 
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to determine the incident of spores with respect to fish 


obtained from these two lakes? 


| 
A Yes. We have received live fish from these | 
lakes. 
MR. MC MORROW: Your Honor, I would like to 
state again my objection for an additional reason, 
that this relates to work that Dr. Eklund has done 
subsequent to he vromulgation of the GMP. 
THE COURT: Yes, I understand. 
MR. MC MORROW: And not only shouldn't it 
be presented tothis Court first, but it should be 
presented to the agency. 
THE COURT: Yes. I quite understand. 
Q Will vou tell us the x-sults of those tests? 
Pas Yes. We examined 49 whitefish both from | 
Lake Winnipeg and from the Great Slave Lake of Canada. snd | 
from these we found that 4 out of the -- 4 of the 49 did 
contain this -- the spores of Clostridium botulinum Type £. 
Q Now, I believe vou testified there were 18 
from Lake Winnipeg; is that correct? 
A Yes. We did examine 18 samples for Lake 


Winnipeg. This is the entire fish tat we examined. 


(continued next page) 
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Four of those had spores? 
Four of those did have spores, that's correct. 
Out of 31 from Great Slave Lake none had 
spores; is that correct? 


A That's: correct. 


(9) Now, ave you also recently examined from 


some fish obtained from various processors throughout the 
United States includino Nova Scotia? 

A Yes. I have been very interested in the 
level of the number of spores in a product. And as kind 
of a guideline in helping us develop alternative -- 
alternate processing parameters, wehave examined 79 
processes. This is the cooked or smoked whitefish from five 
different processors in New York. Of the 79 we did not 
detect any spores in the samples. 

I must clarify this, however, that if additiona 
samples were examined one may occasionally find a spore 
present. The thing I want to emphasize on this is that 
the level of spores in the samples was undoubtedly very 

Q Those 79 fish that you examined, how many 
them were from Nova Scotia, the defendant in this case? 


A 24. Excuse me, 27 samples were from Nova 


None of those had spores? 
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| A None of those had spores. 

3 | Q Now, generally speaking, do you know how 

4 


many spores you would expect to find in any particular 


| 
5 | whitefish if it were to bear spores at all? 
6 | BR I do not have direct information on this. we 
"| attempting ourselves te get a number of spores in the fish 
8 || from Lake Winnipeg. That would be on the basis of 2 
program of fish. But to date we have not found any on the 
10 samples that we heve set up for this type of analysis. The 
| work that has been done -- and I am quoting from the 
| literature on this -- some work that was done by Paul Pace 
4 of the Milwaukee Health Department has shown that out cf 
14 | 101 fish -- 191 chubb samples, that four of these contained 
15 | botulinum Type E organisms. Of these, three of these fish 
6 | contained one spore per fish. And these fish weighed 
"| approximately 115 to 150 grams. In one of the fish two 
18 | spores were found. 
19 9) Could you translate grams into ounces for 
20 those of us who are not as yet weaned from the traditional 
21 system? 
22 A Approximately 454 grams per pound. 
23 0 Now, based upon the work that you have done 
24 and the literature that is available, do you have an 


25 expert opinion as to the maximum number of spores that would 
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exist naturally in a whitefish. or, say, one from four 
to five pounds? : 

A Based upon this, I would say I believe the 
whitefish that are usec range somewhere in the neighborhood 
of three to four pounds. So if one were to base this on 
a -- it would be -- each chubb would be approximately -- 


three chubbs would make the equivalent weight of about one 


pound. So I would say it would be somewhere in the naighbor- 


hood of, based on a four-pound fish, somewhere between 
12 and 16 spores per fish. 


Q Would you expect to find a million spores in 


A It would be very highly improbable that you 
would find this level of spores. This is correct. 

Q Would ycu expect to find 100,000 spores? 

A Again, this would be highly improbable. 

Q Or even 10,000 spores? 

A 10,000 spores, I would say also. The total 
bacterial count -- this is the bacterial number of bacteria, 
many times do not -- on a fish do not even exceed 10,000. 
And the spores or the anaerobic bacteria would net 
constitute probably a tenth of this percentage of this 
population. 


(9) So what you are saying is you wouldn't find 
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10,000 bacteria on a -- spores on a fish of all kinds of 


bacteria? 
A Right. 
9 And, of course, botulinum is one very small 


component of the bacterial spores? 

A There are other bacteria, yes. 

Q If you even dropped it to 1,000 spores on a 
fish cf three or four pounds, would you exvect to find 
that many botulinum spores? 

A One may occasionally find these levels in the 
intestinal tract of the fish. But on the -- or on the 


Surface. But I don't think you would ever finda this level 


Q Are there various factors, Dr. Eklund, which 
affect the wealth of spores and the production fo spores? 

A Yes, this is true. This is what actually 
constitutes health safety in many food preducts. It is not 
only one processing parameter or one condition that governs. 
It's the combination of a number of these different processing 
parameters . 

12) Is there a relationship between the number of 
Spores present and the possibility that thosespores will 
outgrow and produce the fatal or possibly fatal toxin? 


A This is correct. 


in a fish -- fish flesh. 7 
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Q So that if you had a million spores, it is 


more likely that they would grow and produce a toxin than 
if you had a hundred spores? 

A Yes. It is agreed generally among the micro- 
biologists that the number of spores you use in any test has 
a great bearing on the chemicals or heat treatment that is 
us2d. In other words, the more -- the greater the number 
of spores, the greater amount of the chemical that would be 
required to inhibit its growth. 

Q Now, are you familiar with the heat and salt 
requirements of GMP's or 21 CFR 128A? 

MR. MC MORROW: Your Honor, I object to this 
line of testimony. We are getting into the heart now of 
Scientific data which supports the GMP's. 

THE COUFT: Yes. 

MR. EINSTEIN: I agree. 

THE COURT: The question -- 

MR. EINSTEIN: I asked him if he is familiar 

with either the heat or salt requirements of the GMP. 

THE WITNESS: Yes, I am. 

THE COURT: Well, I assume he is. But the 

next question is the one that counts. Anyvay, he's 

bound by it. | 


MR. MC MORROW: I will wait for the next 
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2 question. | 
3 MR. EINSTEIN: You may as well stay on your 
4 feat. 
5 Q Are you familiar with the research that led 
6 to the developmen+ of the GMP? | 
7 A Yes, I am. | 
8 MR. MC MORROW: Objection, your Honor. | 
9 THE COURT: ra you familiar with what? | 
10 MR. EINSTEIN: The research which led to the 
7 develovment of the GMP. | 
12 | MR. MC MORROW: I withdraw my objection. Then 
| I will wait for the next question. 
fe) Are the GMP's desianed to inhibit the outgowth | 
15 of spores under various circumstances? | 
16 A The work that was done to develop, or the | 
17 data that was developec for the GMP included one million | 
18 spores. 
19 MR. MC MORROW: Your Honor, the answer is not 
20 r2sponsive to the cuestion. 
21 MR. EINSTEIN: Well -- | 
22 MR. MC MORROW: It's either yes or no. 
23 MR. EINSTEIN: I would agree with Mr. Mc Morrow. 
24 (@) Are the GMP's desianed to inhibit the 
25 outgrowth of svores under various circumstances? 


21 


22 


million spores. 
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A Yes, they are. 
GQ Do you know what spore level per fish was used 


in determining the processing parameters of the GMP. 


MR. MC MORROW: Objection, your Honor. Wow 
we are going to the heart of the administrative 
record. These matters were all considered ty the 
agency. What this is divulging into is a trial 
ade nevo on the scientific evidence which was before 
the agency. And I think it's totally improper. And 
I believe that this is what your Honox ruled or: 
Monday, that is was irrelevant. 

THE COURT: Let me hear the question acain, 
please. 

{Record read.) 

THE COURT: Objection sustained. 

I= you want to ask him whether he made some 
submissions to the department in connection with the 
adoption of the GMP, he can answer that question. 


(a) Well, did you make any such submission, 


Dr. Eklund? 


A No, but our agency did. 
Q All right. What submission did they make? 
A The submission they made was based on one 


~J 


24 


25 
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THE COURT: On what? 

THE WITNESS: One million spores. 

THE COURT: No. If you did make submissions, 
and is that -- 

THE WITNESS: Your Honor, our agency did. I 
did not. I did not personally. 

THE COURT: I mean -- 


a) What is the basis of the submission made by 


es ote en en tn er st emcee nt te tte ste te, termes 


your agency? 
THE COURT: When was it made? 
THE WITNESS: I didn't understand your question 
Q When was the submission made to the FDA 
by your agency, National Marine Fisheries Service? 
A I don't know the exact dete. I believe some- 
where in the late sixties, as I recall. 
THE CCURT: The lare — 
THE WITNESS: Late sixties. I don't know the 


exact date. I'm sorry. 


1@) What spore level was that submission based 

upon? 
MR. MC MORROW: Your Honor, I object again. 
THE COURT: I think that objection must be 


sustained. 


He may be asked whether the submission did 
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Yeal with the type of investigation or law that he's been 
outlining to us here. ; 
MR. EINSTEIN: I frankly don't understand the 
distinction. I was asking -- 
THE COURT: Ail right. Did the submission 
which was made deal with the nature of the botulinum 


that we have in question here, its occurrence, its 


what -- what do you cail it, the etiology, and all 


Q Well, can you describe, Dr. -- 
THE COURT: No. Did it. 
Did it deal with those factors? 


Would you repeat that questi on again? 


THE COURT: I wouldn't dare try. 

(Address ng reporter) Maybe you can. 

(Record read.) 

THE WITNESS: Yes. But at that time we knew -- 2 
MR. MC MORROW: ‘The answer is not responsive. 


THE COURT: Just a moment. This may be 


important to you, the rest of this. And you can move 


| 
| 
| 


to strike it afterwards. 
Yes, but — 


THE WITNESS: Yes, but at the time much of the 
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the work was completed -- excuse me. At the time 
that much of the work -- when this was done we were 
actually in our beginning or infancy, as far as the 
~- our knowledge of what the spore levels were. We 
knew that the fish did contain the spores, but we 
had no idea of what levels to expect in nature. 


{continued next page) 
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MR. MC MORROW: Your Honor -- 

THE COURT: That's what you want for your work. 

MR. MC MORROW: Precisely. 

THE COURT: Okay. 

MR. MC MORROW: I move to strike the response 
as not being responsive, but -- 

THE COURT: No. I think it's what I expect. 
In other words, it dealt with it, but his present 
position is that at that time they really didn't 
know enough to make a submission of the ccmpleteness 
that they would make if they were invited to make 
the first fresh submission today. 

MR. MC MORROW: And I might point out to the 
Court -- 

THE COURT: Is that right. 

THE WITNESS: Yes. 

THE COURT: All right. 

MR. MC MORROW: I might point out to the 
Court that they don't have to be invited. They 
were invited in 1970 when the regulations were 
promulgated. 

THE COURT: I quite understand. 


Q Now, in that submission that was made prior 


to the adoption of the GMP, do you know what spore levels 
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per fish was used in determining the processing perameters 


5 that ultimately became embodied in the GMP. 
MR. MC MORROW: Your Honor, I object again. 


level? 


5 THE COURT: No, I think -- I think what we 

6 | want is, was there a spore level used as a bench- 

= mark perameter -- call it what you will -- in the 
8 | bureau submission. | 
| THE WITNESS: Yes. This was based on -- | 
0 THE COURT: All right. Yes, there was. | 
1 | THE WITNESS: Yes, there was. | 
12 | Q What was the spore level? m | 
13 | A One million spores. 

14 THE COURT: Sustained. The objection is | 
5 | sustained. | 
16 | MR. EINSTEIN: All right. 
| gels | 
18 THE COURT: Now, if you were asked today to 

19 make a submission, would you use the same spore 
20 


THE WITNESS: I have to clarify that. 


THE COURT: 


No, you can't. In other words, 


would you make the same submission if asked to 


make -=- 


THE WITNESS: 


I would say, no. I would base 
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this on the radiant level of spores. 

MR. MC MORROW: I would suggest that that is 
totally irrelevant. 

THE COURT: I think all we are interested in 
is to make exactly the point that time has passed, 
learning has increased, but that there was a sub- 
mission in this area on these very points at the 
time. 


Inadequate? Imperfect? Unlettered by 


today's standards? Perhaps. But it dealt with the 


MR. MC MORROW: Bear it in mind, we are 
talking just about the information submitted by the 
agency with which he's associated. 

THE COURT: Yes. Well, we don't know whether 
he was associated with a particular work at the 
time. 

Q Now, Dr. Eklund, have you had occasion in the 
past few weeks to examine these A through L which constitute 
the so-called administrative record? 

| A Yes, I have. 

Q All right. At that time that the GMP was 

passed, were you also familiar with the spore level upon 


which it was based? 
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2 A I am sorry. I didn't quite -- 
3 Q Was the BMP designed to inhibit spores at a 
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| 
| 
| 
certain quantity or leve! per fish? 

| 


5 | A Yes, they were. 

6 | MR. MC MURRAY: Your Honor, I object. He's 

7 | not in a position to conclude what the agency -- 

8 THE COURT: No. I think if he wants to 

9 | point to a particular tab, that might help us all. 

a MR. EINSTEIN: Well, I think he was familiar, 
| your Honor, and he said that he was, with what the 

12 | agency was doing at the time and based on reading 

“ all of the -- 

uM THE COURT: No. You asked him, has he 

s| examined the material in Tabs A through L and can 

16 | he say what spore level was -- 

17 MR. EINSTEIN: Was the target. 

; THE COURT: <= the assumption of the action 

19 | at the time. 
20 | MR. EINSTEIN: Yes. 

2 | THE COURT: And he answered, yes. : 
99 | MR. EINSTEIN: All right. 

23 | Q What is that spore level? 

24 | 


MR. MC MORROW: I object to that because now 
he's submitting his judgment for the administrative 


agency. 
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THE COURT: No, not at all. He's being asked 


whether he could point out to us in what is claimed 
to be the administrative record the spore level 
determination or assumption used in adopting the 
regulations, and he said he could. 

MR. MC MORROW: But how does he know that, 
your Honor? That is a -- 

THE COURT: I don't know. Maybe that is 
something that scientists know. Be- use these 
are in large part or in some part scientific 
submissions. 


Q All right. Do you know what that spore level 


THE COURT: No. That is not the point. Can 
he point to what he relies on in the administrative 
record to support that statement that he has just 
made. 

MR. EINSTEIN: I was going to ask him. 

THE COURT: That they had a benchmark. 

The question of what one they used is not before us. 

NR. EINSTEIN: Well, I would -- all right. 

Q Can you in that record, Doctor Eklund, point 
to any of the tabs which indicate what the spore level 


relied upon by the Food and Drug Administration -- what it was. 
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| 

/ 
2 | A I am not positive I can, 
8 | MR. MC MORROW: Your Honor, I object. 
. | THE COURT: What is that? 
$ THE W1IrNESS: I am not positive I can point to 
6 a specific tab involved. No. 
7 Q Did you gather by reading all of these tabs 
8 | and all of this information a spore level that was used by 
9 | the administration. 
10 | MR. MC MORROW: Now, again I object. He's 
11 | being asked to substitute his judgment for that of 

; 4 the agency. : 
13 | THE COURT: No, he is not. He is being asked 
ag to help ne. At anytime i can get an expert witness 
16 on the stand, I will use him as a teacher. I don't 
16 agree to be bound by it if I find out he was wrong. | 
17 I mean I once caught a Latin teacher in a mistake. | 
18 And I expect if he makes a mistake I will catch him,, 
19 too, with your help. 
20 | But what I want: to know is, he says that he 
21 beiieves that he can determine from this administrative 
22 record the assumption of the regulations as to spore 
23 level, right? 

A 24 THE WITNESS: That, I believe, is correct, sir. 


' 26 I have to clarify this one thing further. At the 
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time I was with the Bureau of Commercial Fisheries, 
which I have been with since '62, we have quarteriy 


reports that each laboratory submits in which each 


other laboratory receives. I was acquainted with 


this work as it was progressing at the Ann Arbor 


Laborz ory. I was also familiar with this work 


through contact with Dr. Ratowsky. I had several 
scientific meetings, and a?so through other 
communications. So I was continually in contact 
with Dr. Ratowsky during the course of these 
settings. 
BY MR. EINSTEIN: 
Q Can you tell us based upon all of your | , 
knowledge what the spore level was? 
A The majority of this work was based on one 
million spores. 
MR. MC MORROW: Objection, your Honor. 
THE COURT: One million per what? 
THE WITNESS: One million in the case of -- 
first of all, I have to clarify that the GMP's and 
the majority of the work that was done was on hot 
smoke chubs, and that they -- the work from -- this 
was extended to aii other fish species, 


Q One million spores per fish? 


a 


ior) 


24 


25 


| 
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A Yes. Chubs, which varied, like I mentioned 
earlier, about 115 to 150 grams, or perhaps a broader range. 
() That is a quarter pound fish? 
A Approximately a quarter pound. 

MR, MC MORROW: I object, I don't think the 
answer was responsive. I don't know. 

THE COURT: No. I think -- I think I will 
have to rely on you genciemen to point out to me 
whether or not -- anything in the administrative 
record here, cr what is claimed to be the administrative 


record, that would hear that out. 


MR. MC MO"NROW: But he -- I believe he was 
referring to the work of Dr. Ratowsky. 

THE WITNESS: Yes. 

THE COURT: Well, I think -- 

THE WITNESS: Also -=- excuse me. 


THE COURT: Isn't that what is under A or under 


Tab B? 
Q Is the work of Dr. Rakowsky employed in the --- 
rN There is some also of Dr. Ratuwsky. And also 


some work of <-- 
THE COURT: Just a moment. Isn't that work 


Dr. Ratowsky under Tab B with relation to FDA Contract 


Number 63-77? isn't that the Ratowsky work? What 
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FRIEDE: 

THE COURT: 

MR. FRIEDE: 

THE COURT: I'm sorry. 

MR. FRIEDE: And -- 

THE COURT: Just a minute. I am just never 
going to get the -- oh, here it is. 

THE WITNESS: G-5. 

MR. EINSTEIN: He's in F-42. 

THE COURT: F-42. 


MR. EINSTEIN: Yes, your Honor. G-1l. 


} 
THE COURT: These aren't quarterly reports. 


MR. EINSTEIN: No. But these are all 
literature that was supposedly -- 

THE COURT: Yes. But what I want to know is 
this. The statement that was made here of familiarity 
with the quarterly reports of Dr. -- how do you 
pronounce his name? 

THE WITNESS: Ratowsky. 

THE COURT: I take it, the Bureau -=- now, 
which are they? Are they in here at all. 

THE WITNESS: May I make a comment? 

THE COURT: I see B is University of Wisconsin. 


This ought to be -- or Michigan State? Which is it? 
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MR. EINSTEIN: Your Honor, tne point that I 
am trying to make here is really a simple one. And 
that is that Dr. Eklund through his review of the 
administrative record and through his knowledge of 
the research and what was being done at the time 
that let up to the promulgation of the GMP is able 
to state that GMP -- 

MR. MC MORROW: Your Honor, I object to this. 

MR. EINSTEIN: I am making an offer of proof. 
How can you object to an offer of proof? 

MR. MC MORROW: You have your witness here. 
Elicit testimony from your witness. . 

MR. EINSTEIN: Well, you keep objecting. 

I will be glad to. 

MR. MC MORROW: That is because it's all been 
considered by the administrative agnecy. 

THE COURT: You see -- 

MR. MC MORROW: And you have had five years. 
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THE COURT: He said that he knows what spore 
basis was the assumption of the regulations. I am 


trying to find out how he could say that in light 


of the administrative record. He says he couldn't 


put his finger right now on a particular part in 

the record. And then the reference to the work 

of Dr. Rakowsky or whatever his name is --~ 

THE WITNESS: There was additional work by 

a Dr. Christianson and Dr. Foster from the University 

of Wisconsin which is in the record. 

THE COURT: But on the basis of this, he 

says he draws the inference, which if for you gentleme 

to agree with or disagree with, or whatever, that 

it was based on a million spores a fish. 

BY MR. EINSTEIN: 

Q Now, do you have an opinion as to what it is 
scientifically reasonable to base the GMP regulation on a 
million spores per fish, given the number of spores that 
exist naturally and the relationship between spore lodes and 
outgrowth? 

MR. MC MORROW: Your Honor, I must object. 

This is totally inappropriate here. 

THE COURT: Yes. Objection is sustained. 


MR. EINSTEIN: Does he -- may he answer as an 
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offer of proof? Or would your Honor -- 
THE COURT: May I hear the question. 
(Record read.) 
THE COURT: To have based in 1970. 


Okay. 


(Record read.) 

THE COURT: (n, the assumption of one million 
spores per hundred and fifty gram fish. That's the 
question, isn't it? 

MR. EINSTEIN: Well, that's the first half 
of the question. I will ask the second half 
separately. 

MR. MC MORROW: Your Honor -- 

THE COURT: All right. 

MR. MC MORROW: Your Honor, you sustained 
our objection. He is making it an offer of proof. 

THE COURT: Sustained. 

MR. M¢ MORROW: Yes. He wants to make it as 
an offe: of proof. 

THE COURT: Yes. 

MR. MC MORROW: Please bear with me. I am 
net entirely familiar with -- fully familiar with 


the notion of an offer of proof, 


THE COURT: If you want t« check the procedure +- 


i ‘ ae: ~» eae i 
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do you want to take a moment on that? Perhaps you 


might as well. 


MR. 


EINSTEIN: You always confuse us with 


these new rules. 


THE 
change the 

MR. 

THE 
of proof. 


MR. 


COURT: I think in the first place they 
old civil rule, didn't they? 
EINSTEIN: Yes. It's now Rule 103. 


COURT: I mean the old rule on offer 


EINSTEIN: In the Federal rules of 


Civil Procedure. 


THE 


MR. 


THE 


MR. 


COURT: Yes. 
EINSTEIN: That's been abrogated. 


COURT: Completely abrogated. 


EINSTEIN: That's my understanding. 


And replaced by 103 of the Rules of Evidence. 


THE 


MR. 


MR. 


MR. 


COURT: Do you have your copy handy? 
EINSTEIN: Do you have yours? 
MC MORROW: Yes. 


EINSTEIN: Let me make sure I am right. 


What was the number of the old rule? 


THE 


MR. 


COURT: Do you have it? 


EINSTEIN: It was formerly Rule 43C. And 


that has been abrogated and replaced by Rule 103 of 
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the Rules of Evidence. 

THE COURT: When I turned to Rule 43C in the 
rule book, it says that if -- 

MR. EINSTEIN: Right. Now, if we turn to 
103 -- 

THE COURT: The last sentence in 103B. 

MR. EiNSTEIN: It gives your Honor the power 
to direct the making of an offer in question and 
answer form. It comes within 103A2 and 103B. 

MR. MC MORROW: Your Honor, as long as you 
have made your ruling, the character of the evidence 
is -- this is rc-t the form in which it was offered. 
The objecticn that the Government has made, and 
your ruling sustaining that objection -- and then 
this would appear to be simply an offer of proof. 


THE COURT: Oh, no question about it. It's 


received on that basis only. And, you see, the 


one tuing that that rule doesn't quite say, but it 
would seem to me, common sense that you have a free 
shot at it on cross without waiving your objection 
or the ruling excluding it, because if the purpose 
is to make available to a reviewing court the 
reality of the material offered as proof, I think 
it would have to be -- it's net reality as measured 


after adequate cross-examination is you chose to do 
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Honor, does this entire proceeding become a trial 
de novo on the regulation. 

THE COURT: It hasn't become it at all. 

But I have proceeded on the assumption here that 
the one thing that we have to be clear about is, 
since counsel are in apparent good faith peeitens 

a rather radically different view of the rule of 
the administrative law that we are dealing with, 
and could conceivably right, that it's important 
for the Court of Appeals to know whether it was all 
an empty charade or not. 

MR. MC MORROW: My concern, your Honor, is 
that I cannot reproduce here the deliberative 
process of the administrative agency which formulated 
the regulation. And, indeed, I cannot substitute 
my judgment, nor can I ask that of the agency 
in deciding the -- 

THE COURT: Yes. But I think that the 
agency is entitled to a sort of conclusive 
presumption that it proceeded with insight and in- 
telligence, and that it must be taken to have 
rendered whatever decision was feasible. Now -- 


not feasible. Whatever decision is reasonable in the 


18 


19 
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circumstances of time and place, and that it's | 
action is not open to challenge except on the | 
conventional srounds. That is, if there was no 
evidence to support it, if it proceeded arbitrarily, 
if it exceded its authority, or if the action it 
took was necessarily a deprivation of life, liberty 
or rroperty without process of law. But certainly 
not to be -- not to be required here to prove that 
they made a judgment which would be in agreement 
with the judgment that the Court might have made 
or some other District Judge might have made. That 
certainl:’ is not their problem. All they have to 
de is show that they were rational. 


(Continued on next page) 
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DIRECT EXAMINATION 
BY MR. EINSTEIN: (Cont'd.) 

Q Dr. Eklund, let me rephrase my question to 
you. Do you have an opinion as to whether it is 
scientifically reasonable to have based the GMP regulation 
on one million spores that was known at the time of the 
adoption of GMP in 1970 as to the spore levels found in 
nature? 

A I would have to base their ~- I don't 
remember exactly -- 

THE COURT: You object tc that guestion? 

MR. MC MORROW: Absolutely, I object. 

THE COURT: . Objection sustained. The answer 
is taken as an offer of proof. 

MR. EINSTEIN: Thank you. 

A I don't recall the exact dates where Mr. Paye' 
work was done regarding a number of spores per sample. 
There was earlier work from England and also from the 
Pacific Coast -- from the East Coast of the United 
States -- aiso demonstrating low levels of spores per 
gram of fish. 

Q Base’ upon -~ well, can you answer my question 


with a yes or no as to whether it was scientifically reason- 
& 


able, to the best of your knowledge, at the time of the 
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adoption of GMP, in late 1970, to have based it on 4 
million spores 
MR. MC MORROW: I object, your -Honor. 
THE COURT: Sustained, answer taken only as 
an offer of proof. 
A As I say, I don't recail the exact dates of 
the publications on when the spore levels were taken but 
I would say on that basis of the other data that I'm 
familiar with in publications, yes, I believe there was an 


overkill. 


itontianed on next page.) : 
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THE COURT: Was it reasonable, was the ques- 
tion? Was it scientifically reasonable to base 
the regulation on an assumption of one million 
spores per hundred fifty grams of fish? 

THE WITNESS: I think this is very difficult, 
sir, because this has always been the concern of 
microbiologists as to actually what spore levels 
or what chains of bacteria any given system should 
have, a million spores was used. 

I believe this was based a lot upon the 
earlier work that was done -- 

THE COURT: All you're asked, you see, this 
action taken on a day in history, October -- 

MR. MC MORROW: 1970 was the promulgation. 

MR. EINSTEIN: November 13th. 

THE COURT: November 13, 1970, was it 
scientifically reasonable to base the regulation 
on that day issued on the assumption of the possi- 
bility of a million spores per 150 gram of fish 
occurring? 

THE WITNESS: I would have to answer no. 


BY MR. EINSTEIN: 


Q Based upon the information which you have 


as of today's date on the studies as to spore levels, do 


een enna 
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you have an opinion as to whether the regulation is at this 
time scientifically reasonable? 

MR. MC MORROW: Your Honor, again I object 
for relevancy grounds on both bases. 

THE COURT: Objection sustained. 

The answer will be taken as an offer of 
proof. 

THE WITNESS: I would say the spore level, 


yes, is too high. 


Q Would yeu explain to the Court why you 
feel that the regulation is scientifically wi:«asonable? 
MR. MC MORROW: Again I object on relevancy 
grounds. 
THE COURT: Objection sustained.. 
The answer will be taken as an offer of proof. 
A Because I would say it's very infrequently 
that you would ever find this level of Spores on a fish. 
THE COURT: This level -- 
THE WITNESS: This concentration of spores 
on a fish. 
Q Dr. Eklund, are you familiar with the history 
of botulism in smoked fish products during the past century? 
A Yes. 
Q Dr. Eklund, I'm going to show you -- co you 


know, incidentally, how Many ovtbreaks of botulism there 
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have been associated with commercially processed hot 
smoked fish since 1899, 

MR. MC MORROW: I object. The testimony is 
irrelevant. 

MR. EINSTEIN: This also goes to the equities 
of the case, the necessity ot any injunctive re- 
lief. 

MR. MC MORROW: The issue is whether or not 
the GMP is violated. 


This testimony is irrelevant to that issue. 


It's in the record in addition, your Honor. 


THE COURT: What's that, sir? 
MR. MC MORROW: It's in the record as well, 


your Honor. 


THE COURT: Is it in the administrative 

record? 
MR. MCMORROW: I don't know, If this piece 

of literature -- 

THE COURT: But the data are in the record. 

MR. MC MORROW: The history of out>reaks 
is in the record. 

MR. EINSTEIN: I don't believe that's en- 


tirely true. 


€ 
THE COURT: Fox your present Purposes and on 


24 


25 
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this line of question, the objection is sustained 
and the answer will be taker as an offer of 
proof. 
A There were approximately 10 outbreaks during 
this period of time. 

Q Are you familiar with the -- strike that. 

Do you know of any cutihrsak of botulism from 

hot processed smoked fish since 1963? 

A NO, 2b: do not. 

MR. MC MORROW: Objection for the same 
reason as before. 

THE COURT: Sustained. 

T4e answer accepted as an offer of proof. 
Q Are you familiar with the work by -- 

THE COURT: Just a minute. 

(Pause.) 

MR. EINSTEIN: Your Honor -- 

THE COURT: Just a minute. 

(Pause. ) 

THE COURT: Yes, sir? 

MR. EINSTEIN: I believe this evidence is 
relevant not only with respect to the underlying 
basis of the regulation which of course we 


challenge, but with respect to whether your Honor 


a 
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should in fact grant any injunctive relief if you 
find there has been a basis, find there's been a 
violation, excuse me, of the regulation. 
There is an area of equitable discretion 
even in a case like this and the evidence which 
we're now attempting to develop, I think, is 
designed -- 
THE COURT: I'll consider that separately 
because I do aot think that that is necessarily 
the case. 
MR. EINSTEIN: That is in part the purpose 
of this evidence. 
THE COURT: I understand that. I understand 
it is your view that nobody has been hurt and 
there is little chance of anybody being hurt, 
so the whole thing could wait until later. 
MR. EINSTEIN: That's correct, your Honor, 
or wait until not at all. 
BY MR. EINSTEIN: 

Q Dr. Eklund, I show you a publication entitled 
"Sixty-Five Years o° Hata Botulism in the United States 
and Canada," by Dr. =< 


THE COURT: What kind? 


MR. EINSTEIN: "Sixty-Five years of Human ‘ 


Serene ements ethers 
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Botulism in the United States and Canada." 
THE COURT: We've got it, too? 
Q Which is a tabulation of reported cses from 
1699 through 1964 prepare. by Meyer and Eddie. 
I ask you if you are familiar with this? 


A Yes, I am. 


Q Is that a recognized and accepted authoritativ 


work in the field? 
A Dr. K. F. Meyers is probably one of the 
most outstanding researchers in -- Dr. Meyers is considered 
and was considered the most outstanding researcher in 
clostridium potulinom. 
Q Let me direct your attention to Pages 63 
through 65 of that work. 
THE COURT: Sixty-three? 
MR. EINSTEIN: 63 and 64 of that work. 
Q Do those pages summarize the total outbreaks 
of botulism (news during the period covered by the 
work and break it down, break down those outbreaks as 
between commercial and home processed foods? 
A Yes -- 
MR. MC MORROW: Objection. This is totally 
irrelevant. 


¢ 
THE COURT: I'm not sure you don't want 
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2 it in evidence. 
3 MR. MC MORROW: I fail to see it's rele- 
/ 4 vancy, your Honor. 
5 THE COURT: I take it what we're talking 
6 about are reported outbreaks? 
7 MR. EINSTEIN: Correct. 
8 THE WITNESS: Reported and also documented 
9 ecutbreaks, confirmed outbreaks. 
10 THE COURT: We;re not going back to a plague 
11 year or any type of that material. 
12 Q Is it eighteen -- \ : 
13 MR. EINSTEIN: It's 1899 through 1964, your | 
14 Honor. 
15 THE COURT: What are they, are they limited 
16 to the whiteful context’ of fish -- 9 
17 MR. EINSTEIN: Total outbreaks and the table | 
18 that I direct his attention to shows the total 
19 number of reported outbreaks and breaks it down 
20 as between commercially processed foods of all 
o kings and home processed foods. 
22 THE COURT: Whatever that means. 
23 MR. EINSTEIN: That means when my wife or 
24 yours cans some food in the kitchen. ) 
25 THE COURT: Maybe we better look at the figures 
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together. 
MR. MC MORROW: Your Honor -- 
THE COURT: I take it this really is saying 
how bad is the whole botulism business anyway. 
MR. EINSTEIN: That's exactly it, your Honor. 


THE COURT: In other words, whether the 


public terror which the name of the very word 


conjures up has a foundaticn in nistorical exper-~ 
ience. 

MR. EINSTEIN: That's correct. 

MR. MC MORROW: We submit, your Honor, that 
that consideration is irrelevant in the proceeding 
before this Court. 

THE COURT: I'm inclineé to think so, but 
knowing the human mind as little as I do, I can't 
bet that one of those three judges isn't going to 
swear if he doesn't find that fascinating statistics 
somewhere in the record, whether he thinks it's 
relevant or not, to satisfy his basic inquisitive- 
nese. 

BY MR. EINSTEIN: 


Q Can you tell us then from the tables on 


THE COURT: I think we ought to mark the - 
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table. 

MR. EINSTEIN: I'd be glad to do that. 

The new rule, again, your Honor, provides 
for the reading into the record in evidence of 
learned treatises relied upon by experts. 

THE COURT: This comes under statistics, I 
think. 

MR. EINSTEIN: This -- 

THE COURT: This doesn't purport to teach. 
This purports to be a record of event and comes in 

pretty much on -the same basis of stock quotations 
in the Wall Street Journal. 

MR. EINSTEIN: I will offer the publication 
.n evidence, 

THE COURT: Not the publication. 

MR. EINSTEIN: The tabie? 

THE COURT: The table is all we're talking 
about. : 

MR. EINSTEIN: I will offer in evidence then 
Pages 63 and 64 of the Meyers and Eddie book, 
"Sixty-Five Years of Human Botulism in the 
United States and Canada." 

THE COURT: Will will Xerox that. 


MR. MC MORROW: I object, your Honor. It's 
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totally irrelevant. 
THE COURT: Objection overruled. 
THE CLERK: So marked Defendant's P in 

Evidence. 

(So marked.) 
BY MR. EINSTEIN: 

Q Dr. Eklund, for our benefit, can you tell 
us by examining the table which has been marked Defendant's 
P in Evidence, the total number of outbreaks of botulism 
shown in that table? 

. (Handing. ) 

MR. MC MORROW: Objection. 

Since 1899 -- 

THE COURT: It's in evidence now. 

A 651 outbreaks. 


Q How many of those have resulted from commer- 


A Commercial processing, 38 cases, outbreaks. 


Q Would you look again? Isn't it 65 or am I 


| 
cial processing? 


improperly reading the table? 

A Oh, yes, commercially canned -~ this includes 
the total of 65- outbreaks. 

Q Let me direct your attention, Dr. Eklund, to ; 


) 
€ 
Pages 74 through 76 of that same publication. | 
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fish? 


A Eight of these outbreaks were from whitefish, 


Do those tables describe or break down the 
. 65 commercial outbreaks? 

‘ A Yes, they do. 

. Q By date, state and food source, I believe? 
. A Right, that is correct. 

; MR. EINSTEIN: I would like to offer those 
. pages into evidence. That will be Pages 74 through 
76. 

10 MR. MC MORROW: I object, your Honer. 

1 | It is not relevant. 

Me | THE COURT: Let it be recaived as Exhibit P-1. 
- THE CLERK: So marked Defendant Fr-~1l. 

7 (So marked.) 

15 MR. EINSTEIN: Would your Honor want to see 
ei it? 

u THE COURT: I'll do that later. 

18 || BY MR, EINSTEIN: 

19 Q By examining Exhibit P-1, constituting 

sad these three pages, can you tell us of the 65 commérical 
21 | outbreaks how many of them resulted from procesied white- 
: 


but this table has listed whitefish, chubs, together 


with whitefish. 
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2 Q It could either be whitefish or chubs? 

3 A Yes. 

4 Q Eight of them relate to that kind of fish, 


That's correct. 
In what years were those outbreaks? 
The first outbreak was in 1960. 


THE COURT: Six-oh? 


THE WITNESS: 


5 either a chub or a whitefish? 
1960. 


(Continuing) The balance of these were in 


Does that tsuble also reveal anything concernin 


14 the manner in which the whitefish or chubs were packaged? 


A Yes -- 


MR. MC MORROW: Objection. 


17 A Vacuumed packaged. 
18 Q Is there any indication of outbreaks in the 


table from whitefish that was not vacuumed packaged? 


20 MR. MC MORROW: Your Honor, I object to the 


line of testimony. It's not relevant. Besides 


that -- 


23 THE COURT: This did precede the issuance 


of the regulation. 


Whether thu date had then been compiled or 


to 


be 


ao 
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not, I don't know. Have they been? 

MR. MC MORROW: That is in the record in one 
form or another, the publication. 

MR. EINSTEIN: The publication is not in 
the record. 

THE COURT: If it is in the administrative 
record somewhere no harm is done here. 

MR. MC MORROW: It serves no purpose for 
him to testify as to it here. 


THE COURT: I'm sorry, sir? 


MR. MC MORROW: It serves no purpose for him 
to testify -- 

THE COURT: Except it saves me wearing my 
thumbs thin trying tc find it in the administrative 
record if it is relevant. 

MR. SINSTEIN: I'm sorry, I've forgocten 
my last question. 

THE COURT: None of these were vacuumed 
packaged? | 

THE WITNESS: They were all vacuumed packaged. 

THE COURT: Nct all the ones we're dealing 
with. I take it the regulation doesn't deal with 


it. 


cn age 
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BY MR. EINSTEIN: 

Q Just to clarify it, the eight outbreaks 
reported in that publication all relate to vacuumed 
packaged chuvs or whitefish; correct? 

A That's correct. 


Q Do you know whether the whiteful industry 


now,including the defendants, vacummed packed any of their 


whitefish? 

A No, they do not. 

Q When did they abandon that practice? 

A This was abandoned shortly after the 1963 
outbreak. 

Q Are you familiar, baseda upon your general 


work in the field, with the causes of the 1960 and 1963 


outbreaks? 
A Yes, I am. 
Q Would you describe what those causes were? 
A The 1963 outbreak was a result of gross 
mishandling. 


By this I mean the product was shipped 
at ambient temperatures of 90 degrees Fahrenheit and 
remained at this temperature for approximately four to 


five days and these samples were vacummed packaged. 


Q What is the effect of the 90 degree temperature 


e 
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Why is that significant? 

MR. MC MORROW: Your Honor, I would like to 
ask the Court to note this material is in the 
record in one form or another. 

I don't know if the witness' recollection 
or his knowledge from whatever source he acquired 
it is parallel to what is in the administrative 
record. 

I don't know what his source of information 
is. I don't know how he acquired his familiarity 
with these outbreaks, but there is material in 
the eae bearing upon these outbreaks and we 
submit the Court should.be restricted to the 
record. 

THE COURT: I take it that's reflected in 
the regulation in the temperature controls. 

MR. EINSTEIN: Dr. Eklund's testimony’ is 
that the processed fish, after processing, was 
not refrigerated and kept at 90 degrees. 

THE COURT: Yes, I know. I Say that the 
regulation with which we're dealing pays close at- 


tention to matters of refrigeration. 


Q Was it abusive handling, Dr. Eklund, that you 


refer to by a processor or by a consumer or how did it 
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occur, do you knew? 


é MR. MC MORROW: Your Honor -- 

‘ THE COURT: Usually blamed on the railroad. 
} 

6 


MR. MC MORROW: I would like to restate my 


objection on relevancy grounds. 


/ MR. EINSTEIN: You have to hear it. 


8 MR. EINSTEIN: Your Honor's impression -- 

8 BY MR, EINSTEIN: 

10 | Q Go ahead. 

1 | A This was during shipment. 

12 || e What happened to the fish during shipment? 

13 A During shipment of this batch of smoked 

14 fish, they were held at eighty degrees -- excuse me -- 

2 90 degrees. They were first packaged in dry ice, as I 

16 | understand, in a furniture truck. 

°| Enroute, the dry ice evaporated and from 

18 || there it was incubated, so to speak, at 90 degrees 

19 Fahrenheit. 

20 Q What is significant about the 90 degrees? 

a A Ninety degrees Fahrenheit is the optimum 

22 | temperature in which the clostridium botulinium Type E 
— 23 will grow and produce in. . 

24 It will not grow at temperatures below 38 


25 degrees Fahrenheit. 
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You also mentioned vacuum packaging. 
How does that come into play in this matter? 
A Vacuum packaging will extend the storage 
life o. many food products, fish are -- which are included. 
It will inhibit mold growth. Alscw a 
number of bacteria which produce abnormal flavo~s and 
oders. 
Q The vacuum packaging does not iuhibit the 
growth of the botulism spore? 
A No. 
9] The net effect of packaging would be to 
delay the spoilage of the prod: -t which might -- 
THE COURT: Manifest -- 
Q Manifest spoilage which might lead a con- 
sumer to throw it out and yet permit the germ to form 


a toxin -- 


A With this extended storage life, there is 


also extending a pericd of time for the -- this to grow 
and produce this toxin. 
qc Are there ‘various factors which bear upon 
the outgrowth of spores of the clostridium Botulinium? 
A Yes, 
MR. MC MORROW: Objection, this is scienti- 


fic testimony as to going to the heart of _the 
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2 GMP, scientific deliberations conducted by the 
| agency. 
4 This is the same sort of testimony that | 
5 | this Court found inappropriate earlier. 
6 | I don't think it should be allowed. 
7 THE COURT: Objection sustained. 
8 | MR. EINSTEIN: May he answer as an offer 
9 | of proof? 
10 | THE COURT: It will be taken as an offer of | 
11 proof if it doesn't extend too far. 
12 MR. EINSTEIN: He has about 10 or 1l 
13 factors, your Honor. 
14 I could attempt to elicit them or I would 
mi prefer if he do it. I think it would be far more 
16 || expedicious. | 
17 THE COURT: Why doesn't he answer it in 
18 one fell swoop, under the objection? 
19 BY MR, EINSTEIN: | 
20 Q Why don't you tell us what the factors are? 

: 21 A The factors that affects the growth of the 
22 || organism are temperature, number of spores that are 

4 23 || present, storage conditions -- 

24 THE COURT: What's that? 
25 THE WITNESS: Storage condition. 
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2 A (Continuing) Whether or not chemicals 


such as sodium Choride or salts, nitrate, sodium nitrates, 
the (Ph)of the products and ingneral the composition of 


the products. 


6 THE COURT: That's Ph, capital P, little 

7 h; is that it? 

8 MR. EINSTEIN: Capital P, little h. 

9 THE WITNESS: PH; big H, 

10 Q Does the cleaning of the product also have 
11 an effect? 

12 A The cleaaning of the product, generally 

13 Sanitation and @aven the use of ia-pien coronation has 

14 been shown to greatly reduce the number of the spores, of 
15 course, which would be entered into the number of spores 
16 that would be involved in the growth. 

17 Q Would the storeage time also have an effect? 
18 A Yes, storage time and temperature. 
19 THE COURT: And what? 
. THE WITNESS: Storage time and temperature. 
21 Q How about the moisture content? 
22 A Moisture content also plays a very important 
23 role. 
x | Q In the presence of other bacteria? 


It would. 
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Q As an interrelationship, I gather if heat, 
smoke, salt and nitrates that all comes into balance? 

A This plays a very important role. This is 
one of the successors today for the safety of pure bred 
meats, namely the use of nitrates. 

MR. MC MORROW: I want the record to reflect 

I object to the entire line of testimony. 

THE COURT: Yes, these are taken scley as 
an offer of proof. 

e Dr. Eklund, you mentioned before that the 


betulism spores will not grow below 38 degrees; is that 


correct? 
A That's correct, this is only Type E. 
Type A will not grow below 50 degrees 
Fahrenheit. 
Q You mentioned Type E and then you mentioned 
Type A, 


Would you describe to the Court the dif‘er- 
ences between the two types? 
MR. MC MORROW: Objection, your Honor. 
This testimony is irrelevant because th 
regulations themselves only purport to deal with 
the prevention of clostridium botulinium Type E, 


manifested in the preamble of the regulation and we again 


, 


~) 
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are getting into the same line of scientific 


testimony that you found objectionable. 
I think for both those reasons this line 
of testimony should not be allowed. 
MR. EINSTEIN: Let me ask one question. 
MR. MC MORROW: I would like a ruling. 
MR. EINSTEIN: I will withdraw the question 
and ask another question. 
THE COURT: That's what I understood him to 
mean. 
BY MR. EINSTEIN: 
Q Is your opinion of the ernereer ie parameters 
of the GMP effective against Type A botulism? 
A No, they're not. 
MR. MC MORROW: Objection. 
THE COURT: Objection sustained, and the 
answer is received as an offer of proof. 
Q Now, there is an effect of temperature on 
the outgrowth of the spores; is that correct? 
A Yes, that’s correct. 
Q The more you raise the temperature, the 
quicker the spores will outgrow; is that correct? 


A Yes -- 


THE COURT: Up to a point? 
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THE WITNESS: Up to a point; this is 
correct, sir. 

Q Has some work been done based upon a spore- 
load of a million spores at an optimum, in an optimum 
growth medium in a laboratory? 

A Yes, this has been done. 

Q With this million spores at an optimum 
growth medium, at 38 degrees Fahrenheit, at what point 
would you get outgrowth? 

MR. MC MORROW: Objection, your Honor. 
This is material being considered -- 
THE COURT: In the first place, it doesn't 


Say what type of spores. 


Type E, your Honor. 
A Yes, the minimum temperature -- 
MR. MC MORROW: Excuse me. My objection -- 
THE COURT: Objection sustained, received 
only as an offer of proof. 
A Yes, at 38 degrees Fahrenheit growth and 
toxin productions produced by a million spores. 
THE COURT: What? 
THE WITNESS: As produced by the Type E or- 


MR. EINSTEIN: Type E, referring only to 
ganism. 
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In how many days? 


This will vary with a different strain of 


Approximately? 
This would probably be in the neighbor- 
hood of around 30 to 38 days, I would say. 

MR. MC MORROW: I move to strike the answer 
as being irrelevant. 

THE COURT: Motion granted. 

The answer is taken as an offer of proof, 
not quite sure I understand it. 


Were you saying that a million E spores, 


that optimum growth conditions other than temper- 


ature if maintained at 38 degrees temperature will 
nevertheless result in growth of Spores and toxin 
and the production of toxins? 

THE WITNESS: This is correct. 

THE COURT: And did you say at a rate -- 

THE WITNESS: Yes, this will vary according 
to which strain of Type E is used, that in general 
this will be, I would say, 30 to 38 days probably 
is a gond figure. 


Q Will the time be longer in a fish? 


in a fish with salt, yes. 
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Mk. MC MORROW: Objection, the same reasons 

as before. 

Q How about in a fish without salt? 

A In a fish without any sals, I would say 
this would be a very close optimum, 

MR. MC MORROW: Excuse me. I want the record 
to reflect, your Honor, I move to strike the answer 
as being irrelevant. 

I'm sorry. I have to keep interrupting. 

I want the record te reflect this scientific 
testimony is being objected to. 

THE COURT: That's perfectly clear. 

The motion is granted. The evidence is 
taken solely as an offer of proof and not in rele- 
vance to the case. 

Q Are you currently engaging in some work 
preparing fish at a hundred Sixty degrees -- 

MR. MC MORROW: Objection, relevancy. 

I think now we're getting too far afied, 

MR. EINSTEIN: I'm trying -- I'm now very 
Clearly and admittedly in the de novo area. 

THE COURT: That's not going to happen 
under any circumstances. 


MR. EINSTEIN: I'm also trying to show that 


23 


24 
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Since the passage of the GMP, there have been a 
great deal of scientific learning which should 
be brought to bear in this circumstance. 

There are authorities, your Henor, which 
would indicate that the Court has the authority to 
consider the new scientific evidence. 

MR. MC MORROW: The new scientific evidence, 
the Government welcomes it. 

It would be delighted if Mr. Eklund and 
anybody else, that Mr. Einstein can produce, would 
submit this evidence to the FDA. 

That is the first forum where it should be 
heard. In this Court it should not sit as the 
determiner of scientific evidence. 

THE COURT: We have had the practical evidence 
here yesterday, men working in-field as producers 
and distributors of the product. 

We will not need this. 

MR. EINSTEIN: Might I ask Dr. Eklund to 
describe his current works as an offer of proof? 

THE COURT: What? 

MR. EINSTEIN: As an offer of proof, 

THE COURT: No, we are getting too far afield. 


I think that what Dr. Eklund has said and 


: 


| 
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what he would prove has been adequately shown thus 
far. 

To extend it is simply to cloud the record. 

MR. EINSTEIN: I would like to make a formal 
offer for preserving the record, your Honor. 

THE COURT: Proceed. 

MR. EINSTEIN: I think I'm required ~~ 

THE COURT: Go ahead. 

MR. EINSTEIN: I offer to prove, your Honor, 
that in hot smoked whitefish cooked at a temper- 
ature of 160 degrees Fahrenheit and then innocuiated 
with pores ranging from zero through 10,000 spores, 
that after a period of incubation for seven days at 
optimum growth conditions, no spores were found in 
fish with a 3.0 salt level with a hundred spores 
per gram, but that - - excuse me. I can't read 
this. 

(Mr. Einstein approached the witness.) 

MR. EINSTEIN: But that toxins were shown in 
fish with 1,000 and ten thousand spores per gram 
and that in fish with salt levels of 3.5 per cent 
and higher, there was no toxin production in any of 
the fish including fish at spore levels of zero, 


one, ten, a hundred, 1,000 and 10,000 spores per 
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MR. MC MORROW: Your Honor, I object to that 


even as an offer of proof. 


I think it is so far afield that even under 
the liberal approach that this Court has been take n 


with respect to compiling the record, 


(Continued on next page.) 


it really 
doesn't belong here. 
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THE -COURT: Yes, indeed, I think we are just 
going far beyond the necessity of propriety in the 
case. 

MR. MC MORROW: There is no basis for this 
evidence, and there ought not to be any for 
this evidence. And it just ought not to be here. 

BY MR. EINSTEIN: 
Q Now, Dr. Eklund, are you aware of any scientifi 
studies or work with respect to brining a fish? 
A To the brining the fish? Can you elaborate 
a little more? 
Q The soaking of the fish in the salt solution 
to get salt intake? 
A Yes, I am faviliar with the general studies 
that have been done. 
Q Can you enumerate for us the factors which 
control the salt intake in a fish? 
MR. MC MORROW: Objection. 
Q In the process of brining? 
THE COURT: I think this is going far too far. 
MR. EINSTEIN: All right. I am only offering 
proof here, your Honor, that there are numerous 


and complex factors involved in the brining of fish, 


including the concentration of the brine, the length 
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of contact between the fish and the brine. 

THE COURT: Isn't that all self-evident? 

MR. EINSTEIN: They weren't to me until it 
was explained to me, your Honor. 

THE COURT: Well -- 

MR.EINSTEIN: Whether the fish is fresh or 
frozen, the temperature of the brine, the fat 
content and other characteristics of the fish, the 
size of the fish, among other things, and the 
purpose being -- 


THE COURT: What? 


MR. EINSTEIN: The size of the fish. 


THE COURT: S~-i-z-e? 

MR. EINSTEIN: Yes. The purpose being to 
demonstrate that brining is a very: inexact art rather 
than a science and a most difficult thing to achieve 
- with any certainty in a commercial manufacturing plant 

MR. MC MORROW: Your Honor, I strongly object, 
These factors have been given due consideration, due 
deference. 

THE COURT: It might be so. But people have 
been eating salt foods for I guess 10,000 years. I 
guess everybody knows that every bit of salt or 
anything else is a little bit different from every 


other one. 
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i) 


Q Now, Dr. Eklund, I show you a document dated 


3 March lith, 1964 prepared by Mr. Castell of the Fisheries 


4 Research Board of Canada, called the report to the fishing 


5 industry on the significance of botulitumism in the Canadian 


6 fisheries. 

7 THE COURT: The date? 

8 MR. EINSTEIN: March 11, 1964, your Honor. 
9 Q Is Mr. Castell a recognized expert in this 
10 field? 

11 A Mr. Castell is well known in Caneda for his 


12 work in micro-biology, yes. 


13 Q Hz.ve you had occasion to examine this work? 
14 A J have read this. Yes. 
15 Q Have you had occasion to read the material, 


16 | starting with the second full paragraph on the right-hand 


17 | column of Page 10, and down through the conclusion at the 


18 bottom of Page 10? 


19 A Yes, I have, 

20 MR. EINSTEIN: I will ask that that portion 
21 of the report be marked for identification. 

22 I will draw a line starting at the point where I 
23 directed his attention. 

24 THE CLERK: So murked Defendant's Exhibit Q 
25 for identification. 
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Q Now, I would like to read you the material 
| 
that is here and I'll ask you whether you agree or disagree 


with the conclusion reached by Mr.. Castell in this treatise. 


MR. MC MORROW: I object to this line of 


questioning. We are going far beyond -- 


THE COURT: Was that cited in the administrativ 


MR. EINSTEIN: No sir, it is not. 


MR. MC MORROW: It doesn't sound familiar 


MR. EINSTEIN: It is: not. 


THE COURT: It is not in any of these biblio- 


€ 
| 
record? | 
| 


graphies in here? 
MR. EINSTEIN: No, sir. 
MR. MC MORROW: Your Honor, it's been pointed 


out to me it may be referred to or cited in another 


article. 

MR. EINSTEIN: Well, it is not included as 
one of the tabs. 

MR. MC MORROW: A good deal of the work that 
was done in that is in the administrative record. 

THE COURT: You see, I mean, how does it-come 


before us? 


MR. EINSTEIN: There is a conclusion here by 
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Mr, Castell as to the causes of botulitumism and as 
to the significance of any health hazards. It is 
that fact that I wish to bring before the Court. 

THE COURT: I think there is a time and place 
for his opinion to have been brought forward and 
it was not. And it is excluded. 

MR. EINSTEIN: All right. I will -- rather 


than read this, I will offer it in evidence. 


THE COURT: Yes. Well, it's marked as 
Exhibit Q for identification. 

MR. MC MORROW: I would like my objection 
noted for the record. 

THE COURT: Yes. And the objection is 
sustained, 

MR. EINSTEIN: I think, your Honor, I would 
like to amend my offer to include the entire 
booklet rather than simply the -- 

THE COURT: It doesn't change the ruling. 

MR. EINSTEIN: I know it doesn't, but I think 
for the sake of completeness it would be better. 

I have no further questions Dr. Eklund. 


THE COURT: All right. We'll recess now until 


(Luncheon recess taken.) 
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(2s 20 pem.) 


(The following occurred at 2:25 o'clock p.m.) 


. MELVIN een pes, called as a witness, 


having been previously duly sworn, resumed the stand 

and testified further as follows: 
CROSS-EXAMINATION 
BY MR. MC MORROW: 

G Dr. Eklund, you testified on direct examination 
that I believe in excess of twenty per cent of the fish which 
you sampled from Lake Winnipeg contained these spores, is that 
correct? 

THE COURT: Pardon? 

MR. MC MORROW: In excess of twenty per cent of 
the fish which he took from Lake Winnipeg and examined 
indicated the presence of clostridium botulism type E. 

THE WITNESS: That is correct. 


And how many fish did you sample from the Great 


The Great Slave Lakes we sampled thirty-one. 
Did you find the presence of the spore in any of 
those thirty-one? 
A No, we did not. 
g Now, is the total number of your analyses 


thirty-one? 


| the Great Slave Lakes? 
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A No, forty-nine was the total of our analyses 
between Lake == a combination of Lake Winnipeg and Great Slave 
Lake. 

Q When did you collect these specimens of fish 
that you analyzed? 

A These fish I received from a processor in 
California who also has the Great Slave Lake and Winnipeg fish 
sent to him. These were processed -- excuse me -=- these were 

eviscerated, and frozen, and ready for thawing and brining, and 


smoking. 


purported to be from Lake Winnipeg and Great Slave Lake -- 


A As I understand it, the original cartons -- these 


Samples were in the original cartons as they were received from 


| Canada and had «= were either Great Slave Lake or Lake Winnipeg 


Q I see. And the fish which were given to you 
ese on them. 


Q So you don't know where in the Great Slave Lakes 


those fish came from? 


A At the present time I don't. But I had made 


arrangements for further studies on this when the ice melts. 


G Did you analyze samples of any other fish from 


A Not at this time, no. 


c In other words, so you have only done the one 
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sample of the 31; is that correct? 
Yes, 31, that is correct. 
When did you conduct this analysis? 


This analysis was done approximately three, four 


weeks ago, 


Cc So you haven't had occasion to conduct, I believe 
what would be characterized as a scientific analysis of the 
presence of the spore? 

MR. EINSTEIN: Objection. I think he is 
characterizing it. I think if he wants to ask him 
whether it was a scientific investigation that he 
conducted <= 

THE COURT: Was it considered a scientific sampling? 

THE WITNESS: This is the beginning of our 
scientific sampling. We will do further samples without 
question. 

Cc But would you consider your one analysis of the 
thirty-one fish from the Great Slave Lakes to be a scientific 
analysis? 

A Yes, to the extent we have done it, yes. 

Cc With respect to indicating conclusively whether 
or not the spore exists in the Great Slave Lakes? 

A I would say this, because of the absence of the 


-- I only looked at eighteen fish from Lake Winnipeg. Since we 


to 


3 
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| found positive samples we didn't do anything further with this’ 


particular lake. So when we do find negative analysis we do 
go further. We also have taken spores of Type E, approximatel 
ten spores, and seeded it into different samples to determine 
whether or not the fish or other microorganisms present would 
cause inhibition, It did not. So our detection limits <-- 
our detection limits of the spores would ke -=- 

Q I believe you haven't fully responded to my 
question. Let me pursue it further. Since your results to 
date have been negative you stated that you are going to go 
further in your analyses? 

A That is correct. 

G Will that involve collecting several samples ov 
various periods of time? 

A Yes, as well as making arrangements with the 
people who are at Great Slave Lake to collect samples, or 
perhaps we will do this ourselves to make sure they are 
asceptically collected. And we will determine mud samples -- 


we will be looking at mud samples plus uneviscerated fish and 


the eviscerated fish. 

c So it is quite possible that the results of 
your further examination <= or it is possible that the result 
of your further analyses will indicate the presence of the 


spore? 
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A It very well could. But the purpose of it is to | 
get some idea or rough estimate of how many fish would contain 
one or more spores. 

(] Isn't it possible that one of those thirty-one 
fish at another time, if it were caught at another time or at 
another place in the Lake, might contain the spore? 

A This is true. But there has been very little 

| work done on the Great Slave Lake, so we don't even know what 
the extent of the contamination is. 

1 @} Is it correct to ctate that the studies, the 
scientific work to date have indicated that the botulinum 
type E is rather ubiquitous? 

A Yes, especially in the more northern hemisphere, 


e) In fact, haven't you conducted instant studies 


of the United States reaching from Alaska €11 the way to the 


Mexican border. 

c Did you conduct any studies of fresh waters? 

A Yes, we also studied Lake Washington, which is i 
Seattle, and the Colombia River. 


Cc What were the results of those studies? 


yourself? 
A Yes, I have. 
Q Where were these studies conducted? 
A My studies were conducted on the Pacific Coast 


~~] 


© 


10 
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A We did find them present -- | 

g Are you familiar with the work of Dr. Dolman? 

A Yes, I am. 

Q Has Dr. Dolman done incidence studies in Canada, 
in Canadian waters? 

A Yes. 

Cc Has he, too, found type E to be ubiquitous in 
Canadian waters? 

A In general he has. He has also found areas 


where he didn't find it. I think it is more the methodology 
used, 

Q But you state that it is very prevalent or 
predominant in the Northern Hemisphere? 

A Yes, I would say it is present in the Northern 
Hemisphere. No question. 

Cc Now, you expressed some familiarity with the © 
1963 outbreaks? 

A Yes. 


g And I believe you stated that all these out- 


breaks involve vacuum-packed fish? 
A According to the records, they do, yes. 
Q Are you familiar with the outbreak which 


occurred in Kalamazoo, Michigan? 


A That one was in question, I realize that, 


5 


6 


8 
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According to the records of sixty-five years of botulism -- 


acco~ding to the KF Myers records on the sixty-five years of 
botulism they are all listed as vacuum-packed. I realize that 


in the other reports that there were some questions exactly as 


to how the fish was handled -= 


THE COURT: Exactly as to what? 
THE WITNESS: How the fish was packaged or 


handled. 


whether or not the Kalamazoo fish -- 


A That is one exception, right. 


Q In other words, there was some question as to 


Q Is it your understanding based upon conversation 


with scientists who familiarize themselves with the '63 out- 


A Pardon me? I am sorry. 


| break that it involves a whole smoked whitefish? 
Q Did that incident involve a whole smoked white- 


Which one? The Kalamazoo? 
(0) Yes, the Kalamazoo, 
clarify it. I am not positive whether it was that or it was 
in chunks. 
c Have you been led to understand or is it your 
understanding that that particular whitefish was not vacuum- 


| 
A Yes. As I recall it, I think -=- I will have to 
| packed? 


to 


24 


25 
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| 
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A The Kalamazoo? 
Q Yes. 
A There was a question about it, as far as wy 


understanding, about how it was actually packaged prior to 
purchase by the man and his wife. 

Q Now, you stated that most of the spores which 
you found == most of the spores which are found in or on said 
that is, the spores of type E, are in the viscera or on the 
surface of the fish? 


A Yes, I would say that -- . 
THE COURT: No, the intestine, 


THE WITNESS: I said the intestinaltract. I 


would say in the viscera in general, yes, this is true. 


And tT qualify this by saying that earlier studie 


have generelly shown that live animal tissue is sterile. 


ie; Are you aware of any scientific evidence that 
spores are not present within the flesh of the fish itself? 


THE COURT: Within the -- 


Q (Continuing) Within the flesh of the fish 
itself? 

A No, I am not. 

Cc Isn't it possible, Dr. Eklund, that spores 


which are in the intestines can get into the fish, into the 


flesh of the fish, during the evisceration operation? 
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A This is true. 
c Isn't it possible that the spores can get into | 
j 


fish in the lake through sportsman's devices, through hooks 


oo devices like that? 
| A Yes, this is true. But when it does happen you 


| 

| 

" fish in fact during the first stage of the catching of the 
| 

also open up a pathway for high salt concentration in this area 
| 


c But it still causes a spore to get within the 
fish? 

A It could, yes. 

c So you could have a very sharp instrument which 


would make a small, very small penetration inte the skin, whic 


| would cause the spore to get into the flesh? 


15 | ; A Right. And you also open up pathways for high 


| 
16 || concentrations of salt in this area. 
| 
| 
| 


17 | Cc But the spore itself is fairly tiny; is it not? 
18 i| A Yes. 

| 
19 Q It is microscopic; is that correct? 


| 
20 | A But it is much bigger than the salt molecule. 
21 || g The spore is what? Pardon me? 
| A It is much bigger than the salt molecule. 
23 | g Incidentally, were you asked to analyze the 


| 

| 

| 

| 

| 

| 

2 | fish from the Great Slave Lakes in connection with this 
| 

| proceeding? 
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incident in the Great Slave Lake. I thought it was an 


! 
: A No, Mr. Einstein asked me if there was any 
excellent suggestion. And so I also went ahead and I ordered 
the fish to be analyzed from the New York Smokers. This was 


my suggestion. 


q MR. MC MORROW: That is the extent of our 
cross~examination, your Henor. 
The matters addressed by Dr. Eklund in his 
| testimony which was -- which we objected to and which 


| 
11 | was sustained, and which was submitted as offers of 
proof -=- we do not propose to ask any questions regarding. 
We believe that that is adequately dealt with by the 
Agency in the administrative record. 
REDIRECT EXAMINATION 
| BY MR, EINSTEIN: 


Cc Dr. Eklund, do you have any personal knowledge 


or have there been any studies done to show whether in 
evisceration the intestine is pierced and then theflesh is 
pierced? 

21 A As far as the entry or source of entry is 
22 || Concerned? 

Q Well, is there -- I will rephrase it. 


Mr. McMorrow deposited what seemed to me to be a hypothetical 


question that if in evisceration you got a piercing of the 
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2 || wall couldn't the spore enter? 
Do you know whether in fact whether it does occur? 
No, I do not, 


Has there been any work or studies on that at 


rN Not as far as showing penetration of the botuli 
spore, not that I recall. 
MR, EINSTEIN: Thank you. 
THE COURT: You may step down, 
(Witness excused, ) 
MR. EINSTEIN: The defendant rests, your Honor. 


MR, MC MORROW: The Government rests, your Honor 


(continued next page) 
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MC MORROW: The Government rests, your 


COURT: Without more? 

MC MORROW: Excuse me? 

COURT: I say, without more? 

MC MORROW: Yes, your Honor. 

COURT: Maybe you can see where that 
gentlemen. 


EINSTEIN: Your Honor, we would like some 


time to receive the transcript and submit a post- 


trial brief. I assume the Government would like to 


do the same. We, of course, renew our motions. 


THE 


to ask the 


MR. 


at the end 


MR. 


COURT: That's of course what I meant 
Government. 

EINSTEIN: We renew our motions to dismiss 
COURT: Yes. 

EINSTEIN:Make all the appropriate motions 
of the case. 

COURT: You move for an injunction. 

MC MORROW: Yes, your Honor, we do. 


EINSTEIN: I would appreciate having 


30 days after receipt of the transcript to submit 


our briefs. 


THE COURT: Well, some have been prepared; 


haven't they? 


~ 
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MR. EINSTEIN: Just the first day, your Honor. 


THE COURT: When was that? 

MR. jINSTEIN: Monday. 

THE COURT: And then there is yesterday 
and today. 

MR. MC MORROW: Yes, sir. That purports to 
be daily copy, but we just got Mondays. 

THE COURT: That is the best they can do. 

MR. MC MORROW: I find no fault, vour Honor. 
The Court Reporters deem to do a good job. 

THE COURT: Well, what do y chink of that 
as a briefing schedule. 

MR. MC MORROW: Well, are we anticipating 
reply briefs as well? 

_ THE COURT: Well, take it -- you see, you 
have already put in memorandums as they have, and 
other material, so I suppose the next question is 
whether you think that at this stage, if anything 
further is necessary on your side or whether you're 
content with your submissions thus far, and we. 
think you need only to reply to what they may have 
served. 

MR. MC MORROW: Let me confer one moment 
with my colleagues. 


THE COURT: Yes. Sure. Mr. Morey, I have 


to 
on 
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your copy of this. Do you want to make the supreme 
sacrifices? 

MR, MOREY: I can get more, your Honor, if 
it wili be any assistance to you. 

THE COUrT: They are very convenient and hard 
to come by. “ay I have it? 

MR. MOREY: Yes, sir. 

THE COURT: You have a copy of this modus 
compendium. 

MR. EINSTEIN: Yes, I do, your Honor. 

MR. MC MORROW: We are going to prepare and 
submit a supplemental memorandum, your Honor, tying 
all the arguments we have raised to date. To the 
facts, to the extent that the defendant proposes to 


challenge the regulations in the sense they are 


going to argue that the regulations -- I'm sorry, 

that the material which is in the administrative 
record is not on its -- that it's not on its face 
support the regulations. I think we can therein 

the posture challenge that, and we should have 

an opportunity to reply to that. 

THE COURT: What would you think about 30 days, 

you would each have an extra submission, and any 


appropriate reply, say two weeks after that, or what? 


MR. EINSTEIN; Yes. 


A=605 
MR. MC MORROW: I guess our concern,your 
Honor, is the fact that this is our concern that 
this is an injunction action. 
THE COURT: Well, the only thing that both 


sides can rush to say is it's going on for the best 


part of five years, which isn't very good, but you 


see, the difficulty with -- my real question is 
whether the month is essential. But I have to play 
fair, too. I am planning to leave the country on 
May 27th, and I won't be back until June 14th. So 
I can't fake you people out, and I can't in conscience 
decide it before I leave. 

MR. MC MORROW: Your Honor, the 30 days -- 

THE COURT: So that would, in effect, deny 
the defendants an opportunity to put in their 
argument in full form in the light of the record made. 
Now, I don't want you to believe that I expect to 


be persuaded, because thus far I am inclined to 


think that the Government's probably in the right, 
and that if they are not, they are wrong on something 
which is quite possibly not remediable in this court, 
and quite probably not reriediable in this court. 

Now, I do see the point that there is, as always, 


in these cases, a question about what kind of regulatipn 


or authority has been delegated. This time it.doesn' 


to 


24 
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come up in a clearcut way in which it does come up 
say, under the Internal Revenue Code, whether you 
have a reasonably clear contrast between -- for lack 
of better terminology, one can call constitutive 
regulations, and those regulations which are intended 
to translate the law into understandable English. 
Very important for the tax law. 

Now, I think here the possibility that this 
is a -- merely an interpretive regulation, in the 
sense it could not be the foundation for mandatory 
relief. It is rather small, and I think if it is 
a question in which the regulation has a mandatory 
role, it would be rather difficult to say that it 
was not a set of regulations that was very close to 
the very center of the FDA expertise, and therefore 
in the area in which judicial scrutiny beyond, making 
sure that no one has gone off the deep end, acting 
abusive of authority or arbitrarily or without any 
records to support. The tribunal would first 
decide it as the one that must be thought of as 
the real law formation authority here in specific 
application. 

Now, the fact that the FDA doesn't always 
put its most persuasive face up front, they seem 


very difficult to deal with. You can't get them to 
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talk. You can't get them to show you anything. It 


would be hard to work with, and doesn't help. But, 


here I think we have a problem with defining the 
record, and you point out, but I am not too sure of 
what kind of record support is requisite for action 
of this kind in the absence of what might be called 
record as support for a negation of the action. Let 
me see if I can put it in different context. 

Maybe it will be a little different. You, 
gentlemen, I hope have never heard of the diapulse 
case. You see, this was a case where a man thought 
perhaps in entire good faith that there is a lot to 
the idea that if you can get very high frequency 
of electro-magnetic wave impulses into deep human 
flesh, it would be very great influence on the 
functions of the human system, and produce a wide 
range of curative effects. 

Well, the very concept of this electro- 
magnetic intrusion that involved them in making 
necessarily broad claims, because if he was right 
about his central theory, then it was a cure for 
everything. Because it stimulated the central 
nervous system, and all that kind of stuff. 

Well, people have been keeping away at 


this idea from the time of the magnetic healers 
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in the last century right down through the turn of 
the century, right down to date. Nobody has really 
been able to come up with satisfactory clinical 
data yet, and so the FDA has never felt agreeable 
to go along with it, particularly when it's put 


forward in any specificity of claim. You see, 


there is a case where in a way it wasn't up to the 


FDA to show that you couldn't heal anything with 
this machine, because it was up to the machine to 
see that it could, and the total absence of truly 
controlled tests, now double lined this, that the 
next thing you have would be controls -- that was 
enough to really to damn the machine. Now, I think 
maybe we are a little bit in that area. If you 
have the ocean presence cif © botulitum Type E, then 
the question is at what levels can you be sure it's 
at. Fresh fish -- fresh white fish, cuts expensively 
to the market. I suppose frozen can be bought in 
some fish stores, if you want to pay that much, if 
you are a fish fancier, and then let out even more 
botulitum Type E, theoretically, but they did not, 
subject to FDA regulations. I guess agriculture 
takes care of that. Don't they take care of meat 
and fish; raw fish. And anyway, most people don't 


eat their fish raw, they cook it. By that time the 
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botulitum, would have their goose cooked, we hope. 
It's like the even more deadly stuff, I guess that's 
in uncooked pork. So, this may be to the extent 

that sort of case of how do you give to the Department 


the insurance that will enable it, the administration | 


enable it to say, "Okay. Boom ahead, distribute, and 
we won't regard it as adulterated." 

Once their attention is drawn to the area, 
I think that is a bit of a problem, and to say that 
they hadn't demonstrated that these fish are unsafe, 
which is in a way what you contain to mean, is that 
they are not, isn't enough. You have to have perhaps 
have satisfied the minimum that the risk has been 
excluded, and that may be part of the whole problem 
here. 

Now, it may well be, as Dr. Eklund has said, 


that these botulitum Type E are rare, are as rare 


as diamonds, but they don't have a good reputation 


if they do escape into the toxic stage, as I suppose 
they can get into the average inadequate home 
refrigerator. 


(Continued on next page) 
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THE COURT: Now, that could become serious, 
I expect. 

All right. Anyway, you may want to think 
about it. And if I am dead wrong about that, make 
sure that I am satisfied I am dead wrong about it. 

Okay. 

MR. EINSTEIN: Your Honor, I think Mr. McMorrow 
and I are in agreement that it will be June 2lst 
for the main briefs and July 2nd for reply briefs, 
that that would be reasonable. 

MR. MC MORROW: That is satisfactory. 

MR. EINSTEIN: You don't want to go over. to 
the July 4th weekend? | 

MR. MC MORROW: Please. 

MR. EINSTEIN: All right. Let's do it for 
the 2nd. That's a Friday. 

MR. MC MORROW: Thank you. 

MR. EINSTEIN: Thank you, your Honor, for 
your patience. 

THE COURT: All right. 


(At this time, the case was concluded.) 


— eee 


2 WITNESS DIRECT CROSS RED. RECR. 


I ah ed ws ee gl SE i ee ae it 
¢ 4 | STANLEY SUTTENBERG 409 411 
5 || pR. GEORGE BIERNAN 412 | 
6 | DR. MELVIN EKLUND 461 531 | 


~~] 


8 DEFENDANT'S 
EXHIBIT DESCRIPTION FOR ID. IN EV. 


G Photos 413 416 


Mp 


A-612 


PLAINTIFF'S EXHIBITS 


A-613 


PLAINTIFF'S EXHIBIT 1 - PAGES FROM 10/23/69 FEDERAL 
REGISTER - PROPOSED REGULATION 


FEDERAL 


REGISTER 


VOLUME 34 * NUMBER 204 
Thursday, October 23,1969 . ¢ Washington, D.C. 
Pages 17143-17226 


Agencies in this issue— 

Agricultural Stabilization and 
Conservation Service 

Air Ferce Department 

Army Department 

Atomic Energy Commission 

Civil Aeronautics Board 

Consumer and Marketing Service 

Education Office 

Federal Aviation Administration 

Federal Communications Commission 

Federal Maritime Commission 

Federal Power Commission 

Federal Reserve System 

Fiscal Service 

Fish and Wildlife Service 

Food and Drug Administration 

General Services Administration 

Health, Education, and Welfare 
Department 

Interior Department 

Internal Revenue Service 

Interstate Commerce Commission 

Land Management Bureau 

Packers and Stockyards 
Administration 

Patent Office re 

Securities and Exchange Commission 

Small Business Administration 

State Department 

Wage and Hour Division 


Detailed list of Contents appears inside. 


A-614 


PLAINTIFF'S EXHIBIT 1 - PAGES FROM 10/23/69 FEDERAL 
REGISTER - PROPOSED REGULATION 


17176 


acreage allotments for new farms, 
which are farms on which tobacco was 
not produced or considered produced 
during the immediately preceding 5 
years. The part of the reserve held for 
apportionment to new farms shall be al- 
lotted on the basis of land, labor, and 
equipment available for the production 
of tobacco, crop rotation practices, soil 
and other physical factors affecting the 


production of tobacco and the past to-. 


bacco-producing experience of the farm 
operator. The farm yield for any farm 
for which a new farm acreage allotment 
is established shall be determined on the 
basis of available productivity data for 
the land involved and farm yields for 
similar farms, and shall not exceed the 
community average yield.” 

Section 317(f) provides: “Only the 
provisions of the last two sentences of 
subsection (g) of section 313 of this Act 
shall apply with respect to acreage- 
poundage programs established under 
this section. The acreage reductions re- 
quired under the last two sentences shal! 
be in addition to any other adjustments 
made pursuant to this section, and when 
acreage reductions are made the farm 
marketing quota shall be reduced to re- 
flect such reductions. The provisions of 
the next to the last sentence of such sub- 
section pertaining to the filing of any 
false repurt with respect to the acreage of 
tobacco grown on the farm shall be appli- 
cable to the filing of any false report with 
respect to the production or marketings 
of tobacco grown on a farm for which an 
acreage allotment and a farm yield are 
established as provided in this section. 
In establishing acreage allotments and 
farm yields for other farms owned by the 
owner displaced by acquisition of his 
land by any agency, as provided in sec- 
tion 378 of this Act, increases or de- 
creases in such acreage allotments and 
farm yields as provided in this section 
shall be made on account of marketings 
below or in excess of the farm marketing 
quota for the farm acquired by the 
agency. ° * °*”" 

Flue-cured farm marketing quotas 
may be leased and transferred on a 
pound for pound basis, under the provi- 
sions of section 316, as amended (7 U.S.C. 
1316). 

The Act (7 U.S.C. 1301(b)) defines the 
“reserve supply level” of Flue-cured 
tobacco as the normal supply plus 5 per 
centum thereof. “Normal supply” is de- 
fined as a normal year's domestic con- 
sumption and exports, plus 175 per 
centum of a normal! year’s domestic con- 


“sumption and 65 per centum of a normal 


year's exports. A “normal year's domestic 
consumption” is defined as the yearly 
average quantity produced in the United 
States and consumed in the United States 
during the 10 marketing years imme- 


diately preceding the marketing year in’ 


which such consumption is determined, 
adjusted for current trends in such con- 
sumption. A “normal year's exports” is 
defined as the yearly average quantity 
produced in the United States which was 
exported from the United States during 
the 10 marketing years immediately pre- 
ceding the marketing year in which such 
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exports are determined, adjusted for cur- 
rent trends in such exports. 

The subjects and issues involved in the 
proposed determinations with respect to 
Flue-cured tobacco for the 1970-71 mar- 
keting year are: 

1. The amount of the national mar- 
keting quota on an acreage-poundage 
basis. 

2. The amount of the national average 
yield goal. 

3. The amount of the national acreage 
allotment. 

4. The amount of ecreage to be re- 
served from the national acreage allot- 
ment for making corrections in farm 
acreage allotments, adjusting inequities, 
and for establishing acreage allotments 
for new farms. 

5. The national acreage factor. 

6. The national yield factor. 

The community average yields, as com- 
puted in 1965 (30 F.R. 6207, 9875, 14487), 
will be used for the 1970-71 marketing 
year. 

Consideration will be given to data, 
views, and recommendations pertaining 
to the proposed determinations, rules, 
and regulatious covered by this notice 
which are submitted in writing to the 
Director, Tobacco Division, Agricultural 
Stabilization and Conservation Service, 
U.S. Department of Agriculture, Wash- 
ington, D.C. 20250. 

All written submissions made pursuant 
to this notice will be made available for 
public inspection at such times and places 
and in a manner convenient to the 
public business (7 CFR 1.27(b)). All sub- 
missions must, in order to be considered, 
be postmarked not later than 30 days 
from the date of publication of this notice 
in the FeperaL REGISTER. 


Signed at Washington, D.C. on Octo- 
ber 13, 1969. 
KENNETH E. FRICK, 
Administrator, Agricultural Sta- 
bilization and Conservation 
Service. 


{[F.R. Doc. 69-12407: Filed, Oct. 22, asin 
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NAVEL ORANGES GROWN IN ARI- 
ZONA AND DESIGNATED PART 
OF CALIFORNIA Pa 


Notice of Extension of Time for Fil- 
ing of Written Data, Views, or 
Arguments 


Pursuant to the provisions of the mar- 
keting agreement, as amended, and 
Order No. 907, as amended (7 CFR Part 
907), a notice of proposed rule making 
was published in the Gciober 10, 1969, 
issue of the Feperat Recisrer (34 F.R. 
15713) regarding amendments to the 
rules and regulations (Subpart—Rules 
and Regulations; §§ 907.100~908.142). 
Interested persons were afforded the op- 
portunity to submit written data, views, 
or arguments not later than October 20, 
1969. 


ay ge 


A request for extension of time ‘fer’, 
submitting such comments has bees’ 
made by the Navel Orange Administr-;' 
tive Committee to afford interested pere3; 
sons additional time to consider the? 
proposal. 

Notice is hereby given that the ‘un 
for submitting written data, views, a 
arguments on the proposal is ern a | 
until October 30, 1969. : 


Dated: October 20, 1969. Ee 


Pau. A. NICHOLSON, 
Acting Director, Fruit and Veg- 
etable Division, Consumer ee 
Merketing Service. , ° 

we Doc. 69-12689; Filed, Oct. 22, 1900; 
8:49 a.m.] 


DEPARTMENT OF man “4 
EDUCATION, AND WELFARE. 


Food and Drug Administration : - 
{21 CFR Part 128a] 


HUMAN FOODS; CURRENT oop ~. 
MANUFACTURING PRACTICE (SAN-. 
ITATION) IN MANUFACTURING, 
PROCESSING, PACKING, OR HOLD-~"; 
ING “ 


Smoked Fish ee 


Observation in smoked fish processing’ 
plants by the Food and Drug Adminis. = 
tration and other regulatory agencies 
since 1963 has shown that the smoked’ *’ 
fish industry has not consistently ad- : 
hered to manufacturing practices that -’ 
would minimize the hazard of Type E 
botulism 2nd the :isks of food-borne in- 
fections in the consumption of smoked . 
fish. 

The Bureau of Commercial Fisheries, 7 
Department of the Interior, has sug-: ” 
gested that adequate times and temper-’ . 
atures along with salt concentrations ~ 
have not yet been established for each | 
individual species smoked other than 
smoked chub. The Bureau provided rece ~ 
ommendations that proposed regulations 
be limited to plant sanitation, excluding 
reference to processing techniques that . 
would (1) deal with time-temperature -- 
relationships or (2) describe good manu-.. 
facturing techniques for smoked chub - 
that would pertain only to smoked chub | 
&s processed in accordance with the food 
additive regulation § 121.1230 Sodium 
nitrite used in processing smoked chub: 
(34 FR. 13659). 

The Food and Drug Aduiintentinlls 
acknowledges that adequate times, tem- ~ ° 
peratures, and salt concentraticns have ~ 
not been demonstrated for each individ- © 
uai species of fish presently smoked. 
Much work has been done, however, on _ 
the thermal destruction of spores of 
Clostridium botulinum Type E, and to 
date the processing parameters presented 
in the proposal are the safest known 
from the standpoint of preventing out-' 
growth and toxin formation of C. botuli- 
num Type E. It has been established that 
the public health hazard of C. botulinum : . 


& 
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Type E in smoked fish is not restricted 


i 40 & single species. Examples of species 


* 


fe and acceptability of the finished product 


‘- 


aM 
ee 


eo. 


es, 


‘i 


+: found to contain spores of C. botulinum 
“Sype E are lake trout, salmon, black 
(sablefish), sole, sturgeon, and 
whitefish. 
~The FDA has been, is, and will con- 
tinue to be receptive to scientific data 
‘4 fat documents adequate processing 
‘parameters or offers alternate process- 
zing parameters for any individual species 
'+of smoked fish. Data must be provided 
“showing that the proposed processing 
: ‘parameters adequately minimize risks of 
‘fhe public health hazard of poisoning 
““by Type E botulism. 
‘- Currently, the situation exists whereby 
‘some processors base their manufactur- 
*ing practices solely on the appearance 


* quality to consumers rather than on any 
-gpecific or controlled processing param- 
?¢ eters that would minimize the health 
* hazard of C. botulinum Type E or its 
+, toxins. 

--Having considered the foregoing, the 

‘Commissioner of Food and Drugs pro- 
‘poses the following regulations setting 

“forth specific manufacturing practice 
~, @anitation) requirements regarding hot 
Y yprocessed smoked fish. 

-.* Accordingly, pursuant to the provisions 

the Federal Food, Drug, and “osmetic 

,Act (secs. 402(a) (4), 701(a), 52 Stat. 

1046, 1055; 21 U.S.C. 42(a), 371(a)) 

.and under authority -legated to the 

“Commissioner (21 CFF 2.120), it is pro- 


f ©° posed that the following new Part 128a 


¥; be added to Chapter I of Title 21: 


ART 128a-—FISH AND SEAFOOD 
ie? PRODUCTS 


Subpart A—Smoked Fish 


Definitions. 

Current good manufacturing practice 
(sanitation). 

Plants and grounds. 

Equipment and utensils. 

Sanitary facilities and controls. 

Sanitary operations. 

Processes and controls. 


>. Aurnonrrr: The provisions of this Part 
+ 1988 issued under secs. 402(a) (4), 701(a), 


(B82 Btat. 1046, 1055; 21 U.S.C. 342(a) (4), 


Bene. 


§.128a.1 Definitions. 
(8) Smoked fish. As used in this part, 


Bah ‘" the term “smoked fish” means any fish 


s¢ that is prepared by treating it with salt 


ff, Godium chloride) and then subjecting 
Pa 


%.4t to the action of smoke from burning 


%.,° wood, sawdust, or similar material. 


2.” (b) Loin muscle. As used in this part, 
“loin muscle’ means the longitudinal 
quarter of the great lateral muscle freed 
from skin, scales, visible blood clots, 

(bones, gills, and viscera and from the 


uv (e) Water phase salt. As used in this 
. part, “water phase salt” means the per- 
+ cent salt (sodium chloride) in the fin- 
mit ished product as determined by the 
*; method prescribed in the “Official Meth- 
#@ j4, 00s of Analysis of the Association of Agri- 
: -, @altural Chemists,” 10th Edition, 1965, 
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page 273, under paragraph 19.009, multi- 
plied by 100 and divided by the percent 
Salt (sodium chloride) plus the percent 
moisture in the finished product as deter- 
mined by the method prescribed under 
Paragraph 18.006. 

(d) Hot process smoked fish. As used 
in this part, “hot process smoked fish” 
means the finished food prepared by 
subjecting forms of smoked fish referred 
to in paragraph (a) of this section to 
heat to cook it. The finished hot process 
smoked product contains not less than 
342 percent salt (sodium chloride) in 
the water phase of the loin muscle as 
determined by the methods prescribed 
by paragraph (c) of this section. The 
food additive sodium nitrite may be used 
in accordance with the conditions pre- 
scribed by § 121.1230 of this chapter. 


§ 1282.2 Current good manufacturing 
practice (sanitation). 


(a) The criteria in Part 128 of this 
chapter shall apply in determining 
whether the facilities, methods, practices, 
and controls used for the manufacture, 
Processing, packing, or holding of fish 
and seafood products are in conformance 
with and are operated or administered in 
conformity with good manufacturing 
practice to produce, under sanitary con- 
ditions, {:-.d for human consumption. 

(b) Tne criteria in this Subpart A set 
forth additional requirements for the 
hot process smoked fish industry. 


§ 128a.3 Plants and grounds. 


(a) Unloading platforms shall be: 

(1) Made of readily cleanable ma- 
terial. 

(2) Equipped with drainage facilities 
adequate to accommodate all seepage 
and wash water. 

(b) The following processes shall be 
carried out in separate rooms or facili- 
ties, and the interior walls separating 
these processes shall extend from floor to 
ceiling and contain only necessary open- 
ings (such as for conveyors and 
doorways) : 

(1) Receiving or shipping. 

(2) Storage of raw fish. 

(3) Presmoking operations (thawing, 
dressing, brining, etc.). 

(4) Drying and smoking. 

(5) Cooling and packing. 

(6) Storage of final product. 

(c) The product shall be so processed 
as to prevent contamination by exposure 
to areas involved in earlier processing 
steps, refuse, or other objectionable 
areas. 


§ 1283.4 Equipment and utensils. 


(a) All food-contact surfaces (tanks, 
belts, tables, utensils, and other equip- 
ment) shall be made of readily cleanable 
materials. 4 

(b) Metal seams shall be smoothly 
soldered, welded, or bonded. 

'(¢) Each freezer and cold storage 
compartment used for the product shall 
be fitted with at least the following: 

(1) An automatic control for regulat- 
ing temperature. 

(2) An indicating thermometer so in- 
Stalled as to show accurately the tem- 
perature within the compartment. 
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(3) A recording thermometer so in- 
Stalled as to indicate accurately at all 
times the temperature within the com- 
partment. 

(d) .Thermometers or other tempera- 
ture measuring devices shall have an 
accuracy of +2° F. 


§ 128.5 Sanitary facilities and controls. 


(a) Adequate hand-washing and sani- 
tizing facilities shall be located in the 
Processing room(s) or in one area easily 
accessible from the processing room(s). 

(b) Readily understandable signs di- 
recting employees to wash and sanitize 
their hands after each absence from 
post of duty shall be conspicuously 
posted in the processing room(s) and 
elsewhere in the plant as conditions 
require. 

(c) Offal shall be placed in suitable 
covered containers tor removal at least 
once a day, or more frequently if neces- 
Sary, or shall be removed by conveyors 
or chutes. Offal, debris, or refuse from 
any source whatever shall not be allowed 
to accumulate in or about the plant. 


§128a.6 Sanitary operations. 


(a) Before beginning the day’s opera- 
tion, all utensils and product-contact 
surfaces of equipment to be used for the 
day’s operation shall be rinsed and 
sanitized. 

(b) Containers used to convey or store 
the fish shall not be nested or handled 
in @ manner conducive to direct or in- 
direct contamination of the contents. 

(ec) Adequate measures shall be taken 
when cleaning and sanitizing utensils and 
portable equipment to prevent this oper- 
ation from leading to the contamination 
of fish or fish products. 


§128a.7 Processes and controls. 


(a) Raw materials. (1) Fresh fsh 
shall be adequately washed and inspected 
to remove all fish that are filthy, putrid, 
decomposed, bruised, crushed or other- 
wise damaged. 

(2) Every lot of fish that has been 
partially processed in another plant, in- 
cluding frozen fish, shall be adequately 
inspected, and only clean, wholesome 
fish shall be processed. 

(3) Fresh or partially processed fish 
shall be chilled with ice or refrigerated 
to an internal temperature of 38° F. or 
below when received and shall be main- 
tained at that temperature until the 
fish are to be processed. 

(4) Frozen fish shall be received and 
stored at a temperature of 0° F. or below. 

(b) Defrosting of‘ frozen fish. (1) 
¥rozen fish shall be defrosted: 

(i) In air at 45° F. or below until other 
than hard frozen; or 

Gi) In a continuous water overfiow 
thaw tank or spray system using water 
not greater than 70° F. 

(2) When a thaw tank is used, fish 
should not remain in the tank longer 
than one-half hour after they are 
thawed. 

(3) Fish entering the thaw tanks shall 
be free of packaging material. 

(4) On removal from the thaw tank, 
fish shall be washed thoroughly with a 
vigorous water spray. 
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(c) Presmoking operation. (1) Evis- 
ceration of fish shall be performed with 
minimum disturbance of intestinal tract 
contents. Removal of viscera shall be 
complete. 

(2) After the evisceration process, the 
fish shall be thoroughly washed by 
means of a continuous spray system. 

(3) All fish shall be brined in a solu- 
tion that does not exceed 38° F. 

(4) Hot process smoked fish shall be 
brined in-such a manner that the final 
salt (sodium chloride) content of the 
loin muscle of the finished product, ex- 
pressed as percent in the water phase of 
the loin muscle, shall not be less than 
3.5 percent. 

(5) Fish shall be rinsed with fresh 
water after brining. 

(d) Heating, cooking, smoking oner- 
ation. (1) A point-sensitive continuous 
temperature recording device shall be 
used to monitor both the internal tem- 
perature of the fish and the ambient 
temperature within the smokehouse. 

(2) Hot process smoked fish shall be 
heated by a controlled heat process that 
provides @ monitoring system positioned 
in as many strategic locations in the 
smokehouse as necessary to assure a con- 
tinuous temperature throughout each 
fish of 180° F. or above for a minimum 
of 30 minutes for hot process smoked fish, 
except that smoked chub containing so- 
dium nitrite as provided for in § 121.1230 
of this chapter shall be processed in ae- 
cordance with that section. 

(e) Packing. (1) The finished product 
shall be handled only with clean, sani- 
tized hands or gloves. 

(2) Manual manipulation of the fin- 
ished product shall be kept to a minimum. 

(3) The finished product shall be 
cooled to 38° F. or below withir: 3 hours 
after smoking, and this temperature shall 
be maintained during all subsequent stor~ 
age and distribution. 

(4) The shipping containers, retail 
packages, and shipping records shall in- 
dicate by appropriate labeling the perish- 
able nature cf the product and shall 
specify that the product shall be shipped, 
stored, and/or held for sale ai, 38° F. or 
below until consumed. 

(5) Permanently legible code marks 
shall be placed on the outer layer of every 
finished product package and master 
carton. Such marks should show at least 
the date of packing and the plant where 
packed. 

(f) Testing. (1) The microbiological 
condition of the firm's operation shall be 
evaluated by the pericdic collection and 
analysis of in-line and finished product 
samples coupled with sample-related in- 
spections. This evaluation should be 
made at least weekly and more often 
when problems are encountered. 

(2) The finished product shall be ex- 
ainined for salt content with sufficient 
frequency to assure that the required sa- 
linity is obtained in every fish. 

Any interested person may, within 30 
days from the date of publication of this 
notice in the Frprrar Recister, file with 
the Hearing Clerk, Department of Health, 
Education, and Welfare, Room 5440, 330 
Independence Avenue SW.., Washington, 
D.C. 20201, written comments (prefer- 
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ably in quintuplicate) regarding this pro- 
posal, Comments may be accompanied 
by a memorandum or brief in support 
thereof. 


Dated: October 16, 1969. 


J. K. Kirk, 
Associate Commissioner 
for Compliance. 
[F.R., Doc. 69-12685; Filed, Oct. 22, 1969; 
j 8:48 a.m.] 


DEPARTMENT OF 
TRANSPORTATION 


Federal Aviation Administration 


{14 CFR Part 71] 
[Airspace Docket No. 69-EA~114) 


TRANSITION AREA 
Proposed Alteration 


The Federal Aviation Administration 
is considering amending § 71.181 of Part 
71 of the Federal Aviation Rezuiations 
50 as to alter the Errol, N.H., 700-foot 
transition area (34 F.R. 9852). 

With the promulgation of the U.S. 
Standard Terminal Instrument Proce- 
Gures (TERPs) the criteria for instru- 
ment procedures was revised. This 
revision requires a change in the airspace 
of the transition area which is com- 
patible with the new instrument criteria. 

Interested persons may submit such 
written data or views as they may 
desire. Communications should be sub- 
mitted in triplicate to the Director, East- 
ern Region, Attention: Chief, Air Traffic 
Division, Department of Transportation, 
Federal Aviation Administre tion, Federal 
Building, John F. Kennedy International 
Airport, Jamaica, N.Y. 11430. All com- 
munications received within 30 days 
after publication in the FeperaL REGISTER 
will be considered before action is taken 
on the proposed amendment. No hearing 
is contemplated at this time, but arrange- 
ments may be made for informal con- 
ferences with Federal Aviation Adminis- 
tration officials by contacting the Chief, 
Airspace and Standards Branch, Eastern 
Region. 

Any data or views presented during 
such conferences must also be submitted 
in writing in accordance with this notice 
in order to become part of the record 
for consideration. The proposal con- 
tained in this notice may be changed in 
the light of comments received. 

The official docket will be available 
for examination by interested Persons at 
the Office of Regional Counsel, Federa? 
Aviation Administration, Federal Build- 
ing, John F. Kennedy International Air- 
port, Jamaica, N.Y. 

The Federal Aviation Administration, 
having completed a review of the air- 
space requirements for the terminal area 
of Errol, N.H., proposes the airspace ac- 
tion hereinafter set forth: 

1. Amend § 71.181 of Part 71 of the 
Federal Aviation Regulations so as to 
delete in the description of the Errol, 
N.H., transition area, “within 2 miles” 


* 
Rae 


and insert “within 2.5 miles” in Mey «. 


thereof. 


This amendment is proposed under» 4 


section 307(a) of the Federal Aviation 


Act of 1958 (72 Stat. 749; 49 U.S.C. 1348), , 4 
and section 6(c) of the DOT Act (49 “ii 


U.S.C. 1655(c) ). 


Issued in Jamaica, N.Y., on Octo- 
ber 8, 1969. ry 
WAYNE HENDERSHOT, , 


1 


Acting Director, Eastern Region. |." 


[F.R. Doc. 69-12668; Filed, Oct. 22, 1969; 
8:47 ata.) s 


[14 CFR Part 71] 
[Airspace Docket No. 69-EA-107} 


TRANSITION AREA 


Proposed Alteration 


The Federal Aviation Administration - 
is considering amending § 71.181 of Part 
71 of the Federal Aviation Regulations 


So as to alter the Skaneateles, N.Y. 700- ”.- 


foot transition area (34 F.R. 12027). 


7 


With the promulgation of the US.- .; 


Standard Terminal Instrument Proce- 
dures (TERPs) the criteria for instru- 
ment procedures was revised. This revi- * 
Sion requires a change in the airspace of 
the transition area which is compatible 
with the new instrument criteria. ; 


4 


4 


Interested parties may submit such” 4 


written data or views as they may de- 


sire. Communications should be submit- «3 


ted in triplicate to the Director, Eastern ef, 
Region, Attention: Chief, Air Traffic mit 
Division, Department of Transportation, ' 
Federal Aviation Administration, Federal 
Building, John F. Kennedy International 
Airport, Jamaica, N.Y. 11430. All com- 
munications received within 30 days after _ 
publication in the FeperaL REcIsTER will 
be considered before action is taken on 
the proposed amendment. No hearing is 
contemplated at this time, but arranges + 
ments may be made for informal con- 
ferences with Federal Aviation Adminis- ‘ 
tration officials by contacting the Chief, 
Airspace and Standards Branch, East-* 
ern Region. 


Any data or views presented during.” 


such conferences must also be submitted’ . 
in writing in accordance with this notice 
in order to become part of the record for 
consideration. The proposa! contained - 


4 
| 
| 


in this notice may be changed in the light- °° | 


of comments received. : 

The officiel] docket will be available for - S 
examination by interested persons at the 
Office of Regional Counsel, Federal Avia- 
tion Administration, Federal Building, 
John F, Kennedy International Airport, 
Jamaica, N.Y. 

The Federal Aviation Administration 


having completed a review of the air-. ; 


space requirements for the terminal of © , 
the airspace . 


Skaneateles, N.Y., proposes 
action hereinafter set forth: 
1. Section 71.181 of Part 71 of the 
Federal Aviation Regulations so as to de- . 
lete in the description of the Skaneateles, | 
N.Y., transition area, “2 


miles each side ‘.’ 


‘ 


of the Syracuse VORTAC 215° radial”, \.:;. 


and all thereafter, and insert the follow- : 
ing in lieu thereof, “3.5 miles each side 


of the Syracuse VORTAC 215° radial ‘U 
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ee .” Therefore, pursuant to provisions of 


ster yee Fs 


a 


s 


“the Federal Food, Drug, and Cosmetic 
* Act (sec, 409(c) (1), 72 Stat. 1786; 21 


. U.S.C. 348(c)(1)) and under authority 
delegaved to the Commissioner (21 CFR 
, 2.120), § 121.1082(b) is amended by add- 
ing a new subparagraph, as iollows: 
*, § 121.1082 Modified hop extract. 
4 . & s s s ® 
-(b) eese-r 
.:'(4) The additive is manufactured 
‘., from hops by a sequence of extractions 
and fractionations, using benzene, light 


:: petroleum spirits, inethy] alcohol, n-butyl 


‘+ alcohol, and ethyl acetate as solvents, 
it) followed by isomerization by potassium 


“Carbonate treatment. Residues of sol- 


; do vents in the modified hop extract shall 


~ mot exceed 1.0 part per million of ben- 
=" gene, 1.0 part per million of light petro- 


-"Jeum spirits, 50 parts per million of 


a 
ve 


methyl] alcohol, 50 parts per million of 
n-butyl] alcohol, and 1 part per million 
of ethyl acetate. The light petroleum 


‘\ spirits and benzene solvents shall comply 


re 
‘ 


’ 
tee 


'? 


with the specifications in § 121.1203 ex- 
cept that the boiling point range for 
light petroleum spirits is 150° F. to 
300° F. 

Any person who will be, adversely 
+. affected by the foregoing crder may at 
: &ny time within 30 days after its date 


file with the Hearing Clerk, Department 


} 

‘i+ of publication in the Fepraar REGISTER 
j 

: 


, of Health, Education, and Welfare, Room 
» 6-62, 5600 Fishers Lane, Rockville, Md. 

20852, written objections thereto in 
.: Quintuplicate. Objections shall show 


.» Wherein the person filing will be ad- 


versely affected by the order and specify 


, With particularity the provisions of the 


+. order deemed objectionable and the 
, Brounds for the objections. If a hearing 
. Is requested, the objections must state 
the issues for the hearing. A hearing will 

- be granted if the objections are sup- 

‘ ported by grounds legally suificient to 


" « Justify the relief sought. Objections may 


be accompanied by a memorandum or 
brief in support thereof. 


Effective date. This order shall become 
effective on its date of publication in the 
-PEDERAL REGISTER. 


(Sec. 409(c) (1), 72 Stat. 1786; 21 U.S.C. 
- $48(e) (1)) 


~. Dated: November 3, 1970, 


b R. E. Duccan, 
Acting Associate Commissioner 
for Compliance. 


IPR. Doc. 70-15268; Filed, Nov. 12, 1976; 
8:46 a.m.) 


” PART 128a—-FISH AND SEAFOOD 
PRODUCTS 


Subpart A—Smoked and Smoke- 
Flavored Fish 


Current good manufacturing practice 
(sanitation) in x .nufacture, processing, 


Packing, or holding of smoked and’ 


" smoke-flavored fish for human food. 

In the Feperat Recisrer of October 23, 
1969 (34 F.R. 17176), the Commissioner 
of Food and Drugs proposed regulations 

, Subpart A, Part 128a) covering current 
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good manufacturing practice (sanita- 
tion) in the manufacture, processing, 
packing, or holding of smoked fish. In 
response, comments were received from 
two trade associations, eight manufac- 
turers, and the Bureau of Commercial 
Fisheries, Department of Interior. The 
comments include opposition to certain 
requirements and suggestions for clari- 
fying and technical changes. 

The principal objection is that the 
process requirements in the proposed 
regulations cannot be applied to al! 
species of fish presently being smoked 
by the industry and that the regulations 
should therefore specify time-tempera- 
ture requirements, as developed by re- 
search and study, on a species-by-species 
basis. 

The Commissioner finds: (1) That al- 
though adequate times, temperatures, 
and salt concentrations have not been 
demonstrated for each individual species 
of fish’ presently smoked, the processing 
requirements of the proposed regulations 
are the safest now known to prevent the 
outgrowth and toxin formation of C. 
botulinum Type E; and (2) that since 
the public health hazard of C. botulinun: 
Type E in smoked fish is not restricted to 
@ single species of fish, the conditions 
of current good manufacturing practice 
for this industry should be established 
without further delay. 

Therefore, having considered the 
comments received and other relevant 
material, the Commissioner concludes 
that the proposed reguiations, with most 
of the suggested clarifying and technical 
changes incorporated, should be adopted 
as set forth below. Accordingly, pursuant 
to provisions of the Federal Food, Drug, 
and Cosmetic Act (secs. 402(a) (4), 
701(a), 52 Stat. 1046, 1055; 21 U.S.C. 
342(a) (4), 371(a)) and under author- 
ity delegated to the Commissioner (21 
CFR 2.120), the following new Subpart 
A is added to Part 128a: 


* Subpart A-—Smoked and Smoke-Flavored Fish 


Sec. 

128a.1 Definitions. i 

1284.2 Current good manufacturing prac- 
tice (sanitation) . 

128a.3 Plants and grounds. 

128a.4 Equipment and utensils. 

1288.6 Sanitary facilities ania controls. 

1288.6 Sanitary operations, 

1288.7 Processes and controls. 


AuTHoRITY: The provisions of this Sub- 
part A issued under secs. 402(n) (4), 701(a), 
52 Stat. 1046, 1055; 21 U.S.C. 342(a) (4), 
371(a). 


§ 128a.1 Definitions. 


(a) Smoked fish. As used in this part, 
the term “smoked fish” means any fish 
that 1s prepared by treating it with salt 
(sodium chloride) and then subjecting it 
to the direct action of smoke from burn- 
ing wood, sawdust, or similar material. 

(b) Smoke-flavored fist. As used in 
this part, the term “smoke-flavored fish” 
means any fish that is prepared by treat- 
ing it with salt (sodium chloride) and 
then imparting to it the flavor of smoke 
by other than the direct action of smoke. 
This paragraph does not alter the label- 
ing requirements under § 3.201 of this 
chapter. 


‘ 
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(c) Loin muscle. As used in this part, 
“loin muscle” means the loncitudinal 
quarter of the great lateral muscle freed 
from skin, scales, visible blood clots, 
bones, gills, and viscera and from the 
nonstriated part of such muscle, which 
Part is known anatomically as the me- 
dian superficial muscle. : 

(ad) Water phase salt. As used in this 
Part, ‘““Water phase salt” means the per- 
cent salt (sodium chloride) in the fin- 
ished product as determined by the 
method described in sections 18.009 and 
18.010 of the “Official Methods of An- 
alysis of the Association of Agricultural 
Chemists,” 10th edition, page 273 (1965), 
multiplied by 100 and divided by the per- 
cent salt (sodium chloride) plus the per- 
cent moisture in the finished product 
as determined by the method described 
in section 18.006 of said edition. 

(e) -Hot-process smoked or hot-proc- 
ess smoke-flavored fish. As used in this 
part ‘“‘not-process smoked or hot-process 
smoke-fiavored fish” means the finished 
food prepared by subjecting forms of 
smoked fish referred to in paragraphs 
(a) and (b) of this section to heat as 
prescribed in § 128a.7(b). 


* 128a.2 Current good manufaciuring 
practice (sanitation). 


(a) The criteria in Part 128 of this 
chapter shall apply in determining 
whether the facilities, methods, prac- ° 
tices, and controls used for the manu- 
facture, processing, packing, or holding 
cf fish and seafood products are in con- 
formance with and are operated or ad- 
ministered in conformity with good man- 
ufacturing practice to produce, under 
sanitary conditions, food for human 
consumption. 

(b) The criteria in this Subpart A set 
forth additional requirements for the 
hot-process smoked or _hot-process 
smoke-flavored fish industry. 


§ 128a.3 Plants and grounds. 


(a) Unloading platforms shall be: 

(1) Made of readily cleanable mate- 
rial. 

(2) Equipped with drainage facilities 
adequate to accommodate all seepage 
“and wash water. 

(b) The following processes should be 
carried out in separate rooms or facili- 
ties, and the interior walls separating 
these processes should extend from floor 
to ceiling and contain only necessary 
Openings (such as for conveyors and 
doorways) : 

(1) Receiving or shipping. 

(2) Storage cf raw fish. 

(3) Presmoking operations (thawing, 
dressing, brining, etc.). 

(4) Drying and smoking. 

{c) The following processes shall be 
carried out in separate rooms or facili- 
ties, and the interior walls separating 
these processes shail extend from floor to 
ceiling and contain only necessary open- 
ings (such as for conveyors and door- 
ways): : 

(1) Cooling and packing. 

(2) Storage of final product. 

(da) The product shall be so processed 
as to prevent contamination by exposure 
to areas, utensils, or equipment involved 
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in earlier processing steps, refuse, or 
other objectionable areas. 


§ 1282.4 Equipment and utensils. 


(a) All food-contact surfaces (tanks, 
belts, tables, utensils, and other equip- 
ment) shall be made of readily cleanable 
materials. 

(b) Metal seams shall be smoothly 
soldered, welded, or bonded. 

(c) Each freezer and cold storage 
compartment used for the product shall 
be fitted with at least the following: 

(1) An automatic control for regu- 
lating temperature. 

(2) An indicating thermometer so in- 
stalled as to show accurately the tem- 
perature within the compartment. 

(3) A recording thermometer so in- 
stalled as to indicate accurately at all 
times the temperature within the 
- compartment. 

(d) Thermometers or other tempera- 
ture-measuring devices shall have an 
accuracy of +2° F, 


§ 1288.5 Sanitary facilities ar d controls. 


(a) Adequate hand-washing and sani- 
tizing facilities shall be located in the 
Processing room(s) or in one area easily 
accessible from the processing room(s). 

(b) Readily understandable Signs di- 
recting employees to wash and sanitize 
their hands after each absence from Post 
of duty shall be conspicuously posted in 
the processing room(s) and elsewhere in 
the plant as conditions require, 

(c) Offa] shall be placed in suitable 
covered containers for removal at least 
once a day, or more frequently if neces- 
Sary, or shall be removed by conveyors or 
chutes. Offal, debris, or refuse from any 
source whatever shall not be allowed to 
accumulate in or about the Plant, 


§ 1280.6 Sanitary operations. 


(a) Before beginning the day’s opera- 
tion, all utensils and product-contact 
surfaces of equipment to be used for the 
day's operation shall be rinsed and 
sanitized. ’ 

(b) Containers used to convey or store 
fish shall not be nested while they con- 
tain fish or otherwise handled during 
processing or storage in a manner con- 
ducive to direct or indirect contamination 
of their contents. 

«) Cleaning and sanitizing of utensils 
aud por'able equipment should be con- 
ducted i: an area set aside for these pur- 
Poses and shall be carried out in such a 
manner as to prevent contamination of 
the fish or Ash products. 


§ 1283.7 Processes and controls. 


(a) Raw materials. (1) Fresh fish re- 
ceived shall be inspected and adequately 
washed before processing, Only sound, 
wholesome fish free from adulteration 
and organoleptically detectable spoilage 
shall be processed. 

(2) Every lot of fish that has been 
partially processed in another Plant, in- 
cluding frozen fish, shall be adequately 
inspected, and only clean, wholesome fish 
shail be processed. 

(3) Fresh or partially processed fish, 
except those to be immediately processed, 
shall be iced or otherwise refricerated 
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to an internal temperature of 38° F. or 
below upon receipt and shall be main- 
tained at that temperature until the fish 
are to be processed. 

(4) All fish received in a frozen state 
shall be either thawed Promptly and 
processed, or stored at a temperature 
that will maintain it in a frozen state. 

(be) Defrosting of frozen fish. (1) De- 
frosting shall be carried out in a sani- 
tary manner and by such methods that 
the wholesomeness of the fish is not ad- 
versely affected. Frozen fish shall be 
defrosted: 

(i) In air at 45° F, or below until other 
than hard frozen; or 

(ii) In air so that the temperature in 
any part of the fish does not exceed 45° 
For 

(iii) In a continuous water-overflow 
thaw tank or spray system in such a 
manner that the temperature in any part 
of the fish does not exceed 45° F. 

(2) When a thaw tank is used, fish 
should not remain in the tank longer 
than one-half hour after they are com- 
pletely defrosted. 


(2) After the evisceration process, the 
fish (including the body cavity) shall be 
thoroughly washed with a vigorous water 
Spray or a continuous waterfiow system. 

(3) AU fish shall be brined in & solu- 
tion that does not exceed 38° F. or dry- 
salted at a temperature not to exceed 38° 
F. throughout the fish. 

(4) Hot-process smoked or hot-process 
smoke-flavored fish shall be brined in 
such a maner that the final salt (sodium 
chloride) content of the loin muscle of 
the finished Product, expressed as per- 
cent in the water phase of the loin mus- 
cle, shall not be less than: 

(i) 3.5 percent if heat-processed as 
prescribed under paragraph (d> (2) (i) of 
this section; or 

(ii) 5.0 percent if heat-processed as 
prescribed under paragraph (d) (2) (ii) of 


this section. 
(5) Fish shall be rinsed with fresh 
water after brining. 
(d) Heating, cookin 
tion. (1) A 
temperature- 
used to moni 
perature of 
temperature 
cording-devi 


processed. 

(2) Hot-process smoked or hot-proc- 
€ss smoke-flavored fish shall be heated 
by a controlled heat Process that pro- 
vides a monitoring system pusitioned in 
aS many strategic locations in the oven 
as necessary to assure a continuous tem- 
perature threughout each fish of: 

(i) Not less than 180° F. for a mini- 
mum of 30 minutes for hot-process 


smoked or hot-process smoke-flavored f 
fish which have been brined to contain” 
3.5 percent water phase salt in the fine” 
ished product as prescribed in Paragraph: 
(c)(4) (i) of this section, except that: 
Smoked chub containing sodium nitrite’ 
as provided for in § 121.1230 of this Hl 
chapter shall be processed in accordance :' 
with that section; or ee 
(ii) Not less than 150° F. for a minje." 
mum of 30 minutes for hot-procesg - 
smoked or hot-process smoke-fiavored’ 
fish which have been brined to contain:: 
5.0 percent water phase salt in the fine’ 
ished product as prescribed in paragraph 
(c) (4) (ii) of this section. tae 
(e€) Packing. (1) The finished product > 
shall be handled only with clean, sant: 
tized hands, gloves, or utensils. capi 
(2) Manual manipulation of the fine* 
ished product shall be kept to a* 
minimum. Der, 
(3) The finished product shall be™ 
cooled to a temperature of 50° F. or below | 
within 3 hours after cooking and further . 
cooled to a temperature of 38° F. or below 
within 12 hours after cooking, and this . 
temperature shall be maintained during. 
all subsequent storage and distribution, *. 
(4) The shipping containers, retaf] - 
packages, and shipping records shall in--. 
dicate by appropriate labeling the per.” 
ishable nature of the product and shall: 
specify that the product shall be shipped, « 
stored, and/or held for sale at 38° P,*, 
or below until consumed. teat 
(5) Permanently legible code marks» 
shall be placed on the outer layer of + 
every finished product package and mas-* 
ter carton. Such marks shall identify 
at least the plant where packed, the . 
date of packing, and the oven load, * 
Records shall be so maintained as to’ 
Provide positive identification (i) of the * 
process procedures used for the manne ‘i. 
facture of hot-process smoked or hot=* 
process smoke-flavored fish and (ii) of ; 
the distribution of the finished product, - 
(f) Testing. (1) Microbiological CX= 7 
amination of in-line and finished prod. : 
uct samples should be conducted with™ 
sufficient frequency to assure that proc--: 
essing steps and sanitary procedures are’: 
adequate, ‘ 


. 


(2) The finished product shall be ana. 
lyzed chemically with sufficient free 


quency to assure that the required.’ 
salinity is obtained in every fish and’. 
that other chemical] additives are Prese'- 


ent at authorized levels, 


Effective date. This order shall be. | 
come effective 30 days after its date of: 
Publication in the Fepera, REGISTER, ~ -, 


Dated: November 2, 1970. ate a 
Sam D. Finz, |” 

Associate Commissioner a 

tor Compliance. “7. 

([F.R. Doc. 70-15269; Filed, Nov. 12, 1970; ! 
8:46 a.m. = 
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\ Effective on publication in the Fas 
ERAL REcISTER, Part 148¢ is republished. 
as follows to incorporate editorial and . 
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DEFENDANTS' EXHIBIT A - LETTER DATED AUGUST 5, 1975 
FROM DAVID SKLAR TO FOOD AND DRUG ADMINISTRATION 


Agagust 5, 1975 


U. S. Food x brug Administration \ 
850 Third Avenue 
Brooklyn, ew York 11232 


Centlemen: Attention: ir. Clarence Waltrune 
Se ee SUS Ve Ve One 


We have further reference to our letter of culiy 14, 1973 
ain connection with the recent inspection in our plant by 
Investigator Liana J. Koleitis. 

4 Tew Cays following the inspection, we had inctalled 
indicatine therscneters or Freezer $5 née Refri. ener 
#9 so that we now cen see from the outside of =hes 
noxes what tne inside temperature is. (This refers 
item 32 cn the hand-weitten observation given to us by 
your jaspectors. ) All ovr yrefrizera*ors now have either 
recoruing thermometers and/or indiceting thermometers. 


t 

choo 

90% 
| eel 
ro) 


We are looking forward to receiving the fvll rezort of 
the reccat investigaviorn so that we can direct cur at- 
tention to those items that mignt need correction. 


Cordially yours, 


DAVID SKLAR? 
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sa pel re oll j *, 
Rhsocctiztton of Ae ae Piso Lp m4 ; 


CC. 


TECOINICAL CENTER 


en oe PT 


64 CLATTON ATREET ore 
‘ 
DOSTON, MASBAOMUBETTS 02128 


RECEIVED isny “F 


May 4, 1970 


General Fred J. Delmore 

U. S. Food and Drug Administration 
Dept. Health, Education & Welfare 
200 C Street, S.W. 

Washington, D.C. 20204 


; DEFENDANT'S.¥ 
t EXHIBIT 53° 
} 
ty 


r) 


NO.76¢6yr7 


28 wine aeons 


Dear General Delmore: . ? i 
‘ 1 
The Association of Smoked Fish Processors, Inc., has reviewed the . 
“Comments" submitted to you by letter from the National Fisheries . 
Institute, Inc., dated April 28, 1970 and is in general agreement | 
with their comments with few exceptions as noted below. To mini- .; 
mize repeating their comments, we will make reference only to the 
sections commented on and our agreement or modification of each. 
COMMENTS 
Page 2, lefthand column, second paragraph —- same as NFI : 
Page 4, lefthand column, section 128a.1(b) - same as NFI 


Page 4, lefthand column, section 128a.1(c) - same as NFI 


Page 5, righthand column,section 128a.1(e) same as NFI 


Page 7, lefthand column, section 128a.3(b) same as NFI 


Page 2, lefthand column, section 128a.6 (b) same as NFI 


Page 9, righthand column,section 128a.7(a)(1)-same as NFI 


Page 10, lefthand column, section 128a.7(a) (3) - As preposed, 
this would require that all fresh or partially 
processed fish be received by the processor at 

ian internal temperature of 38°F or below. Industry 
‘members pointed out that all such fish recci.vea 
»Simply will not always be at that low a temperature 
especially during the summer. While it is in the 
processors best interest to receive chilled and 
well-iced fish, it is recognized that at certain 
times the receiving temperature may not be as low 
as 38°F. The processor does not want to reject 
otherwise sound and wholesome fish solely because 


y 


ae 
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DEFENDANTS' EXHIBIT B - LETTER DATED MAY 4, 1970 FROM 
THE ASSOCIATION OF SMOKED FISH PROCESSORS, INC. TO 
GENERAL FRED J. DELMORE, FOOD AND DRUG ADMINISTRATION 
General Fred J. Delmore Q 
U. S. Food & Drug Admin. -2- May 4, 1970 


Page 10, lefthand column, section 128a.7(a) (3) - (continued) 


of this strict temperature limitation. Accord- 
ingly, we would like to revise Section 128a.7 (a) (3) 
to be as follows: 


"(3) Upon receipt, fresh or partially pro- 
cessed fish, except those to be immediately 
processed, shall be chilled with ice or 
refrigerated to an internal temperature of 
38°F or below and shall be maintaincd at 
that temperature until the fish are to be 
processed." 


As we agreed, receiving temperature data is being 
collected by Association members and the FDA will 
be advised of our findings as soon as this informa- 
tion can be collected and compiled. 


lefthand column, section 128a.7(a) (4) - same as NFI 
lefthand column, section 128a.7(b) (2) - same as NFI 
righthand column,section 128a.7(b) (4) - same as NFI 


righthand column,section 128a.7(c) (3) - As proposed, this 
provision would require that all fish be brined in 
a solution that does not exceed 38°F. The Association 
feels, as they have previously commented, that section 
128a.7(c) (3) should be revised as follows: 


"(3) All fish shall be brined in a solution 
that does not exceed 50°F." 


The reason for this proposed revision is not as indi- 
cated by the NFI comments regarding difficulties in 
‘attaining temporatures (the NFI comment is in crror 
since ice, refrigerated water and pre-refrigeration 
storage are used to attain low brine temperature) 

but is based on the industry's desire to facilitate 
the most expeditious salting of the fish. Salt 

uptake by the fish is partly a function of brining 
temperature, with salt penetration being slower at 
lower temperatures. Since the salt is contributory 

to the inhibition of Cl. botulinum outgrowth and 

since the brining time to attain more uniform inhibi- 
|}tory levels of salt can be reduced at S0°F, it 26°30 
'the industry's, as well as the consumer's, best inter- 
-est to brine at those conditions favoring accelerated 
and adequate salt uptake while not jeopardizing 
dinereased risk of bacterial proliferation (conside:ing 
time, temperature, and substrate). 


Pages 14 - 15 - same as NFI 
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GENERAL FRED J. DELMORE, FOOD AND DRUG ADMINISTRATION 
General Fred J. Delmore ‘ 

U. S. Food and Drug Admin. ! -3- May 4, 1970 


When Miss Dolan phoned me Friday, May 1, 1970 to inguire when the 
Association's comments would be forthcoming, I advised her I was 
planning to contact the Bureau of Commercial Fisheries laboratory 

at Ann Arbor, Michigan to review the current status of their work 

and would appraise her of their present timetable. I have spoken 
with Dr. Jack Graikoski at the BCF lab (Friday 5/1/70) and he 

advised me that they are planning at least one more inoculated pack 
with the whitefish which would presumably complete their study dur- 
ing the early or middle part of June provided further suport data 

is not felt to be required. Tests with sable and Salmon were delayed 
to expedite completion of the whitefish evaluation. No timetables 

on completion of these studies was indicated. 2 
AS you are aware, there are a number of aspects of the proposed CGMP 
which we did not thoroughly discuss at our meeting on April Je 2970. 
I would like to reiterate our Sincere desire to meet with your 
technical people to openly discuss these matters so that a reason- 
able and workable GMP for the smoked fish industry can be achieved. 


I shall look. forward to hearing from you. 
’ Very truly yours, 


ASSOCIATION OF SMOKED FIsn PROCESSORS , I} 


George W. Bierman, Ph.D. 
Technical Advisor 


GWB/dmb 


cc: A.S.F.P. Mémbers 
Mr. Ted D. Sanford 
Mr. Lee J. Weddig 
Miss Mary Dolan 


bl.ce: Mr. Richard rene 
Mr. Harry Seagran 
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“| \ \ 


NATIONAL FISHERIES INSTITUTE. INC. 


SUITE 314 & : 
1225 CONNECTICUT AVENUE, N.W. T WASHINGTON, O.C. 20035 BE (02) 659-<319 


April 28, 1970 


General Fred J. Delmore 

Food and Drug Administration 
200 C Street, S.W. 
Washington, D.C. 2020% 


fF 
i 
Hoe 
H < 
z 
td 


Dear General Delmore: 


This letter will confirm and amplify the comments made 
by various industry participants during the April 7, 1970 
meeting on FDA's proposed smoked fish good manufacturing 
practice regulations, including the further revisions to 
these regulations suggested by FDA at the April 7, 1970 meeting. 
The industry participants are aware that the April 7, 2070 
meeting did not fully resolve all the points of controversy 
in the proposed regulations. They believe, however, that 
substantial progress toward reasonable and workable regulations 
was achieved at the meeting. For this reason, they wish to 
confirm their comments made during that meeting, and to state 
their understanding as to various positions which, on the basis 
of the meeting, appear to be acceptable both to FDA and to 

industry. 


Initially, all of the industry participants wish to express 
again their appreciation to you and the other FDA participants 
for the manner in which the April 7, 1970 meeting was conducted. 
The open-minded attitude displayed by FDA personnel at the 
meeting , in our view, will aid significantly in achieving 
sanitary regulations for smoked fish processing which are not 
only adequate to protect the public health, but are within the 
capability of industry. 


We wish to sumit the following detailed comments on the 
proposed regulations. The references made are to the “Analysis 
of Industry Comments" which was the basis of discussion during 
the April 7, 1970 meeting. 


DEFENDANTS' EXHIBIT C - LETTER DATED APRIL 28, 1970 FROM 
NATIONAL FISHERIES INSTITUTE TO GENERAL FRED J. DELMORE, 
FOOD AND DRUG ADMINISTRATION 

April 28, 1970 

Page Two 


COMMENTS 


Page 2, lefthand column, second paragraph. This paragraph 
in the preamble to tie proposed regulation suggests that sone 
processors base their processing parameters solely on the 
appearance and acceptability of the finished product. This 
statement is, in industry's view, unjustified and factually 
unsupportable. It is suggested that any such statement be 
eliminated when the regulations are promulgated. 


Page 4, lefthand column, Section 128 a.l(b). It is suzg- 
gested that "loin muscle" be defined so as to exclude fat because 
the fat associated with the loin muscle does not contain any 
salt. 


Page 4, lefthand column, Section 128 a.1l(c). The proposed 
regulation provides that the percentage of Salt be determined 
by the official AOAC method. This method is cumbersome and 
not suitable for regular in-plant use. It is suggested that 
the industry's current practice of using "quantabs" to calculate 
salt concentration be recognized as an alternative procedure. 
At the least, it should be recognized that this method is valid 
for in-plant use for screening purposes. 


Page 5, righthand column, Section 128 a.l(e). It is sug- 
gested that the words "to cook it" at the end of this provision 
are redundant, and that they introduce a possible ambiguity 
into the meaning of the provision. NFI's original comment was 
that the definition should refer to products heated to 100° or 
higher. Since FDA pointed out that this would bring other forms 
of products besides the traditional hot process smoked fish 
within its coverage, it is now recommended that the definition 
simply be retained as proposed by FDA on page 5, with the 
exception that the words "to cook it" should be deleted. 


Page 7, lefthand column, Section 128 a.3(b). The FDA pro- 
posal made mandatory separation of various processes of the fish 
smoking operation into separate rooms or facilities with interior 
walls extending from floor to ceiling. Industry generally 
agreed with the desirability of this requirement, but several 
members pointed out the extreme hardship which could be caused 
by its rigorous application to certain existing plants. Industry 
members also pointed out that while highly desirable, this 
requirement was not absolutely essential to prevent cross con- 
tamination between raw and finished product. Other methods, 
particularly careful scheduling of different processing operations 
at different times, also could effectively remove the hazard of 
cross contamination. 
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April 28, 1970 
Page Three 


After considerable discussion, the FDA representatives at 
the April 7, 1970 meeting suggested that the word "shall" in 
this provision might be changed to “should,” indicating that 
the requirement was not mandatory under all circumstances. 
Industry strongly supports this change in language which would 
spell out a requirement for use in all applicable situations 
without causing extreme hardship to industry members whose 
plants cannot be adapted to meet the requirement. 


Page 9, lefthand column, Section 128 a.6(b). As proposed, 
this provision would prevent any "nesting” of containers used 
to convey or store fish at any time. Industry members pointed 
out that these containers are commonly stored by "nesting" 
when not in use, and that failure to allow this would create 
serious space problems. Industry personnel also pointed out 
that there was a difference between "nesting" and "stacking" 
where the containers rest on top of each other but no portion 
of one container is inside another container as in "nesting." 


FDA personnel indicated no objection to "stacking," or 
to "nesting" during storage. Accordingly, it is recommended 
that this provision be revided to read: 


"(b) Containers used to convey or store 
the fish shall not be nested (during pro- 
cessing) (while they contain fish) or other- 
wise handled in a manner conducive to direct 
or indirect contamination of their contents." 


Page 9, righthand column, Section 128 a.i(a) (1). Industry 
representatives object to this provision as presently worded 
on several grounds. First, it might be taken to mean that the 
fish must be washed immediately upon receipt rather than merely 
before processing. Second, the provision implies that pro- 
cessors regularly receive filthy, putrid or decomposed fish, 
which is not the case. Finally, the references to "bruised" 
and “otherwise adversely damaged" might be applied to prevent 
processing of fish which have merely aesthetic defects but are 
entirely wholesome. Accordingly, as discussed during the 
April 7, 1970 meeting, it is suggested that this provision be 
amended to read as follows: 


"(1) Fresh fish received shall be inspected 
and adequately washed before processing. Only 
sound, wholesome fish, free from adulteration 
and organoleptically detectable spoilage 

shall be processed." 
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April 28, 1970 
Page Four 


Page 10, iefthand column, Section 128 a.7(a) (3). As pro- 
posed, this would require that all fresh or partially frozen 
fish be received by the processor at an internal temperature of 
38° or below. Industry members pointed out that all such fish 
received simply will not be at that low a temperature, espe- 
cially during the summer. It also was pointed out that the 
important factor was that the processor chilled the fish after 
receipt, not the temperature at which they were received. - 
This is because Type E C. botulinum produce toxin very slowly 
at less than 50°F. It was estimated that at such temperatures, 
it would be two weeks before botulinum presented any hazard, 
.and that putrification would have occurred well before that 
time. 

It was agreed at the mee ting that industry members would 
collect data on the temperature at which such fish were re- 
‘ceived and advise FDA on the basis of this data. Accordingly, 
industry recommends that consideration of this provision be 
postponed until such data has been collected and reviewed. 


Page 10, lefthand column, Section 128 a.7(a) (4). As pro- 
posed, this provision would require all trozen fish to be received 
and stored at 0°F. or below. Industry members pointed out that 
there was no justification for a requirement of 0° or any other 
particular temperature so long as a frozen state was maintained. 
FDA representatives thereupon indicated their agreement with the 
language previously proposed in the National Fisheries Institute 
comments. Accordingly, the industry participants again recommend 
that the provision be changed to read as previously recommended 
by the National Fisheries Institute, as follows: 


"(4) All fish received in a frozen state 
shall be either thawed promptly and processed 
or stored at a temperature that will maintain 
it in a frozen state." 


Page 11, lefthand column, Section 128 a.7(b) (2). At the 
April 7, 1970 meeting, industry and FDA representatives agreed 
that the word "thawed" should be changed to "completely defrosted" 


in this provision to remove the ambiguity introduced by the use 
of the word "thawed." 


Page 12, righthand column, Section 128 a.7(b) (4). As pro- 
‘posed by FDA, this provision would require that the fish be 
washed after removal from the thaw tank. Industry representatives 
pointed out that current practice is to wash the fish in the thaw 
tank since washing and thawing can be accomplished simultaneously 
using the continuous flow system. It was therefore agreed at 
the meeting that the words "on removal from the thaw tank" should 
be deleted from this provision. The industry participants con- 
tinue to recommend that this change be made. 
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Page 13, righthand column, Section 128 a.7(c) (3). As pro- 
posed, this provision would require that all fish be brined in 
a solution that does not exceed 38°F. Industry representatives 
pointed out that this would present serious problems because 
city water customarily is used to make the brining solutions, 
and the brine temperature is governed by the temperature of the 
water used. During substantial portions of the aaah it would 
not be possible to meet the 38° requirement. 


Industry representativ.s therefore recommended that a 50° 
maximum temperature requirenent be imposed instead. It was 
pointed out that below this temperature there is no serious 
danger from Type E C. botulinum. 


At the April 7, 1970 meeting, FDA representatives stated 
that this issue would have to be submitted to FDA microbiologists . 
for comments. The industry participants continue to recommend 
a 50° maximum temperature for the brining solution and will be 
prepared to discuss this matter in detail with the FDA micro- 
biologists. 


Pages 14-15. These pages contain the procéssing requirements 
which are the major point of controversy between FDA and industry 
as to these regulations on smoxed fish. As the regulations 
were initially proposed, there was a general processing require- 
ment of 180°F., 30 minutes and 3.5 percent salt content. During 
the April 7, 1970 meeting, FDA representatives also offered an 
additional set of processing parameters of 150° F., 30 minutes 
and 5 percent salt content which was in agreement with the 
National Fisheries Institute's earlier comment on the FDA proposal. 


Industry participants at the April 7, 1970 meeting, however, 
pointed out that recent experimentel work showed difficulties 
in meeting either of the sets of processing parameters suggested 
by FDA as to a number of species of fish. The industry rep- 
resentatives at that time submitted for FDA's consideration 
several reports describing attempts to achieve the original 
processing conditions proposed by FDA, as well as a gineral study 
on the methods of heating smoked fish. It was also noted that 
further studies, involving other species of fish, presently 
were being run by the Bureau of Commercial Fisheries. It was 
‘agreed that these studies also would be submitted to FDA upon 
completion. 


In addition, industry representatives raised questions about 
race methods of temperature recording required under the proposed 
regulations, pointing out the sizable variation in smokehouse 

temperature even with the most sophisticated equipment and the 
difficulties of securing accurate and representative temperature 
readings. 
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It was agreed at the April 7, 1970 meeting that all of 
these points would have to be discussed further between industry 
representatives and the FDA microbiologists. The data submitted 
by industry at the meeting would be studied by FDA and a meeting 
would be held as agreed between industry representatives and 
FDA. 


The industry representatives are hopeful that these comments 
will serve to confirm the agreements reached at the meeting of 
April 7, 1970 and also to provide a basis for the proposed 
meeting with the FDA microbiologists to consider the points 
which were left unresolved at that meeting. Finally, the 
industry representatives wish to emphasize again their desire 

to cooperate with FDA to achieve sound and workable regulations 
governing the processing of smoked fish. 


Respectfully submitted, 


CHE, y) of a FISHERIES INSTITUTE 
Loy 
Ted D. Sanford Lee J. Weddig; 


Director Technology Executive\ Director 
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DEPARTMENT OF HFALTH. FDINTAI 
PUBLIC Hi Atv rt Ryvi 

FOOU AND ORUG ALUMI. aI FA 

FLOCK VILLE MAHYLAND 20852 


CERTIFICATE. 


Pursuant to the provisions of Rule 44 of the Federal Rules of 
Civil Procedure, I hereby certify that Jennie C. Peterson, 
Hearing Clerk, Public Recurds and Documents Center, Associate 
Commissioner for Compliance, United States Food and Drug 
Administration, whose affidavit is attached, has custody of 


official records of the United States Food and Drug Administration. 


In witness whereof, I have, pursuant to the provisions of 

Title 42, United States Code, Section 3505, and 21 CFR 2.121(d), 
hereto set my hand and caused the seal of the Department of 
Health, Fducation, and Welfare to be affixed this 4 day 


of May 1976. 


_ / fl 
ton Ppp ll, 


,- 


Edward uf ostello, Supervisor 
Public ords and Documents Center 
Associate Commissioner for Compliance 


By direction of the Secretary of 
Health, Education, and Welfare 
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DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE 
PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 
ROCKVILLE. MAR “.AND 20852 


AFFIDAVIT 
Jennie C. Peterson, Being first duly sworn, deposes, and says: 


1. I am Hearing Clerk, Public Records and Documents Center, 
Associate Commissioner for Compliance, United States Food and 
Drug Administration. 


2. In this capacity I have custody of official records of 
the United States Food and Drug Administration. 


3. Attached is the file entitled "#128a GMP (Sanitation) 
Smoked Fish" promulgated by the proposal published in the Federal 
Register on October 23, 1969 (34 FR 17176), and finalized by the 
order published in the Federal Register on November 13, 1970 
(35-FR.-17401,) 

4. Copies of this file are part voi the official records of 
the United States Food and Drug Administration. 


. 4 
cs Agee [Ue es. fi 


Jennie C. Peterson 


County of Montgomery 
State ot Maryland 


/ 
Subscribed and sworn to before me this of | day of May 1976, 


4 
ie v4 
sag fi pene 
Notary Public 
Lh Y Li GAKR ETO 


My Commission Expires » 


A-633 


DEFENDANTS' EXHIBIT D - TAB A OF THE PURPORTED 
aie sericea deaacama RECORD 


TWining 4-1400 A 


REGO SMOKED FISH CO., INC. 


69-80 75th Street * Middle Village, N. Y. 11379 


{ 


LVCRED 
otner PDE 
a Salel 
We Day we 
“redvecd ona wishes to continve to genre 
> Lowerin: Of te: nels ef the preducts solid 
suddenly included "P2ACDICI" covl2 be proeauced 


orject to 
imita-ion product, 
Teer 


~ ve ao cod 
Smoked Pish 


(ane 


ie 


preauct and 
ereat. ie 
our area. and sone 4 CO2nece - -, v2e detrinent of oup industrye 


ed 
o 


“ Q 
< 


reguirements cannot 
eS 


eh, 
vest that 


ow Pombo ns ae 
nahin aires Ss 


mat before finsl estatlishnent of proce ne reouirenent 
te concluded. 


MaeT(e): The nodifies rec UuirBarht ol? “ae to cool OUP within 3 hoeees 
velow within 12 liours covlé Se achieved wy the ;roc However, the 


neintain 35°F during all suwhseqrent sior Bie and ee ‘tion is Neer cy 


Zlae7(e)susepare5; The coding requirements are of lisited valve since te jo_ters 
end retailers buy from more t:an one source and make wn their orders by nixin; various 
fisi. fron different plantse 


Even thopgh, at industry ur,ing, tie mandatory requirement to seperate, ty Ptigask to 
ceiling partition, Was chanced fron wget” to 15 OULD" for processes ircrolvi 
(1) receiving and sipping; (2) storage of raw fish; (3) premsnol:ing operations, 
(thauing, aressin;, brining, etc.) and, (4) drying ani snocing, the nenastory 
shay ese ah to partition rocus or facil ties for ;rocessin, involvin, (1) cooling 
so racking; (2) storage of fine] product, again is wmrealisiic end rresents an iccoscizl 
burden uron. some existing -roccssin;: :lants Th he regulation for new slants is 
cellent but a "GRAD: Farr. 32" clerse to per it estistin; :lants to continue tio o:erate 
is vitelly neccessary. 
Respectfull; cutrvitel, Deceniker 7th, , 
“ag  Spiss 
ba 


ne tence gem e eer 


BEST COPY. AVAILABLE 


A-634 


DEFENDANTS' EXHIBIT D - TAB A OF THE PURPORTED 
ADMINISTRATIVE RECORD 


TIZLS 21--FOOD ANP DRUGS 


“ _ > ss) 
CHAPTER I--FOOD AND DRUG ADMINISTRATION, oe 5 ZHE | 74 
DEPARIMERE OF MEALTH, EDUCATION, aNDwoLtanE y/).) (7 # Lee) 


SUBCHAPTER B--700D AMD FOOD PRODUCTS : 

Fs i ie 2. i 

FART 128a--FISH ARD S2AFOOD PRODUCTS / le el, E4=LS | 
paw 


SUBPART A--SHOXED AED SMOXE-FLAVORED FISH i 
CURRENT GOOD HARUFACTGRING PRACTICE (SAHTTATION) IN M ACTURE, d 
PROCESSING, BACKING, OR HOLDING OF SMOZED AND SHMOKE~¥lavORED FISH 
FOR SUMAN FOOD 

Im the FEDERAL REGISTER of October 23, 1969 (34 F.2. 17176), 
the Comuissioner of Food and Drugs proposed regulations (Subpart A, 
Part 128) covering current good manufacturing practice (sanitation) 
in the usnufacture, precessing, packing, or holding of smoked fish. 
In response, couments were received from two trade asxeociations, 
eight manufacturers, and the Buress of Commercial Fisheries, Department 
of Interior. Toe cocusents include oppositisa te certain requirements 
and suggestions for clarifying and technical changes. 

The principal objection is that the procesa requirements in the 
propesed regulations cameot be applied to all species of fish presently 


veing sacked by the industry and that the regulations should therefsre 


specify time-temperature requirements, as developed by research and 
study, om a speciea-by-species basis. 

The Commiseioner finds: (1) That aithough adequate tines, 
temperatures, and salt concentrations heave not been demonstrated for 
each individual species of fish presently smoked, the processing 


oprtcanumis Ey Ffeh presen Ty 


DEFENDANTS' 
ADMINISTRATIVE RECORD 


a+ 
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ae 
vequirnments of the proposed reguiationus are Che sai2at now kKaown to 
prevent the outgrowth sod toxin formaiion oF ©, botulinum Type E; end 


(2) thet aimce the public heaith harvard of CC, torutinus Type & in 


smoted fish ia not restricted to a single species of fish, the conditions 
of current good manufacturing practice for this industry should be 
established without further cziay. 

Therefore, bsving considered the comments received end other 
relevent saterial, the Cocmissioner concludes thet the proposed 
regulations, with most of the suggested claxifying aud technical 
changes incorporated, should be adopted as ser forth below. Accordingly, 
puxauant to provisions of the Zederal food, Drug, and Cosmetic Act 
(seca. 402{2)(4}, 7Ol(a), 52 Star. 1045, 1055; 21 U.S.C. 242{a) (4), 

371 {a)) and under eathority delegated to the Comtisaioner (21 CFR 


2.120), the follewing new Subpart A ie added te Part lida: 


SUBPART A--SHOKED AND SMOXS-FLAVORED FISH 


12Ga.1 Definitions; 

128.2 Corrent good menufacturing practice (sanitation). 
1264.3 Plents aed grounds. 

1280.4 Eqsipment end utensils. 

328a.$ Sanitary facilites ané controis. 

128a.$ Sanitary operations. 


Processes and cocrrols. 
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§ 1288.1 Definitions. 


(a) Sroked fish. As used in this part, the term “smoked fish" 


means any fish that is raypeared by treating it with salt (sodium chloride) 


and then subjecting it to the direct action of smoke from burming wood, 
sawdust, or Similar material. 

(>) Smoke-flavored fish. As used in this part, the term 
“smoke-flavored fish” means eny fish thaz is prepared by treating it 
with salt (sodium chloride) and then imparting to it the flavor of 
smoke by other than the direct action of smoke. This paregraph does 
not alter the labeling requirements under § 3.201 of this chapter. 

{c) Loin muscle. pene in this pert, “loin muscle” msans the 
longitodinal quarter of the great lateral muscle freed from skin, 
scales, visisle blood ciots, bones, gzills, and viscera and from the 
nonstriated part of such muscle, which part is known anatomically as 
the median superficial muscle. 

(a) Water vhase salt. As used in this part, ‘Water phase salt” 
means the percent salz (sodium chloride) in the finished product as 
determined by the method described in sectics 18.059 and 18.010 the 
"Official Methods of Analysia of the Association of Agricultsoral 
Chemists," lOth edition, page 273 (1965), aultipliead by 100 and divided 
by the percent salt (sodium chloride) plus the percent moisture 
in the fimished product as cetermined by the method deseribed in 


section 18.006 of said edition. 
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aErocess smoked or hot~process smoke-flavored fish. As 
used in this part "hot-process smoked or hot-procesa smoke-flavored 
Zish" means the finished food prepared by subjecting forme of emoked 
fish referred to in paragraphs (a} and (b) of this section te hear 


28 prescribed in § 128a.7(d). 


§ 1264.2 Current good manuiactoring practice (sanitation). 

(a) The criteria in Part 128 of this chapter shail apply in 
determining whether the facilities, methods, practices, and controls 
used for the manufacture, processing, pecking, or holding of fish 
and seafood products are in: conformance with ond are operated or 
adeinistered in conformity with good menufecturing practice te pruduce, 
tmder sanitary conditions, food for human consumption. 

(b) The criteria in this Subpart A set forth additional requirements 
for the hot-process smoked or hot-process smoke~flavored fish 


industry. 


§ 12S3a.5 Plants and grounds. 
(a) Unloading platforms shall be: 
(1) Made of readily cleanable material. 
{2} Equipped with drainage facilities adequate to accommodate 


81) seepage and wash water. 


L 
(>) The following processes should be carred out in separate 
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Facklicies, and the interior walls Separating these processes 


rooms of 
should extend from floor to ceilivg and contain culy necessury openings 
(such as for conveyors and doorways}: 

(1) Receiving or shipping. 

(2) Storage of raw fish. 

Presmoking operations (thawing, dressing, brining, etc.). 
Drying and smoking. 

{c) The following processes shall be carried out in separate 
rooms ox facilities, and the interior walls Separating these processes 
shall extend from floor to ceiling and contain only necessary openings 
(such as for conveyers and doorways): 

(1) Cooling and packing. 

(2) Storage of final product. 

(4) The product shall be so processed 23 to prevent contamination 
by exposure to areas, utensils, or equipment involved in earlier 


processing steps, refuse, or other objectionable areas. 


§ 128a.4 Equipment and utensils. 
(a) All food-contact surfaces (tanks, belts, tables, utensils, 


and other equipment) shall be made of readily cleanable materials. 


(o} Metal seams shall be smoothly soldered, welded, or bonded. 


(c) Each freezer and cold storage compartment used for the product 
shall be fitted with at least the following: 

(1) An automatic control for regulating temperature. 

(2) An indicating thermometer so installed ag to show accuretely 


the temperature within the compartment. 
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(3) A recording thermometer so installed as to indicate 
Sccurately et all times the tesperature within the compsy tuest. 

(4d) Thermometers or other temperature-measuring devices shail 
have an accuracy of 42° ¥. 


& i28a.5 Sanitary facilities ard coatrols. 


(a) Adequate hand-washing and sanitizing facilities shall be 
located in the processing rooe(s) or in one ares easily accessible 


frem the processing room(s). 

(>) Readity understandable signe directing employees to wash 
ond senitime their hands after each absence from post of duty shall 
be couspicucusly pasted in tha processing room(s) and elsewhere in 
the plant ae conditioes require. 

{c}) Offel shall be placed in suitable covered containers for 
removel at least once 4 day, or more frequently if necessary, or 
shall be removed by conveyors or chates. Offal, debris, or refuse 
from ary source whatever shell nor be allowed to accumlate in or 
about the plant. 


§ 2280.6 Sanitary operations. 

(a) Before begiuning the day"s operation, all utensils and 
product-comtact surfaces of equipment to be used for the day's 
operation shall be rinsed ond saniticed. 
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{5) Sentainers usad te convey Or stora fiap shall not be 
nested while they contain fish or otherwise handled during processing 
or 3terase in a mann ar CGuceeive to direet or indirect contamination 
of their contents. 

{(c}) Cleaning and Sanitizing of utensils and portable 2qui coment 
should be comducted in an area set anide for these purposea cnd shall 
be carried out in such a manner as to Prevent contamination of the 


fish or Fish products. 


§ 128.7 Processes and controls. 

{a} Rew materiats. (1) Fresh fish received shall be inspscted and 
adequately weshed before processing. Only sound, wholesoma fish free 
from adulteration and oxganolertically ustectable spoilace shail be 
Drecsesged. 

(2) Byery lot of fish that has been partially processed in another 
plant, including frozen fish, shall be adequately inspected, and only 
clean, wholesome fish shell be processed. 


{3) Fresh or pertially processed fish, except those to be 


immediately processed, shall be iced or otherwise refrigerated ro an 

internal temperature of 338. F. ox below upon receipt end shail de 

naivtained et that temperature until the fish are to be processed, 
(4) All fish recetved in a frocen state shall be either thawed 


Proeptly and processed ,or stored at a temperature that will uaintain 


it in a frozen state, 


(b> Defrestin: of frosen fish. {1) Defresting shall be carried 
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~~ 
out in & sanitary manner and by such - tethode that the vholesomeness 
GE the Fish is not Sdversely aifected. ¥ruszen fish shall be defrosted; 

{4) Im air ar 43 P. or below until other than hard frozen; or 

(i4) In air so that rhe tewperature in any part of the fish does 
net exceed 45 F.3 or 

(424) In a centinuous water-overllow thaw tank or spray system 
in Such 4 manner that the temperature in ary part of the fish does net 
excead 4s ae 

{2) When s chew tank is used, fish should not remain in the tank 
longer than ope-halé hour &iter they are completely defrosted 

{Z) Fish entering the thaw tanks shall be iree of exterior 
peckaging material and Gubstantially free of liner material. 

(3) After thawing, fish shall be washed tBroughly with a vigorous 
water spray or a continaous Waterflow syste, 

(c} Presnok ing operation. (1) Evisceration of fish shall be 
performed with minimen cistidbance of inteetinal tract contents, 
Renoval of viscera shall be Complete. 

{2) After che evisceration process, the fish (ineluding the 
body cavity) shall be thoroughly washed with a vigorous water spray 
OF 4 continuose waterflew system, 

(3) All fish shell be srined in @ solution that does not exceed 
32 ° 2. oz drp~selted at a temperature net to exceed 33. P. throughout 
the fish. 


(4) Hot-process smoked or hot-proceas smoke-£) avored fish shall 
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a Oe 
Se brined in auch a rumner that the final salt (sodium chloride) 
content of the loin wuscie of the finished Product, expressed ss 


percent im the water phase of ; oim muscle, shall net be less than: 


(i) 2.5 pereeme £2 heat-processed as prescribed onder paragraph 


(d>{2}{i) of this section; or 

{34} 5,93 percent {£€ neat-processed as prescrided under paragraph 
{3)(2) (42) of this section. 

(5) Fish shall ba rinsed vith freah water after brining. 


(4) Beeti 


i EEF RK point-sersitive, 
continuous temperature-recording device shall be used te moniter both 
the internal tewperatura of the fish and the ambient tempersture within 
the oven. Lach recording-device record shall be identified as to the 
specific oven load and date processsd. 

(2} Hot-process smoked or het-process smoke-flsvored fish shall 
Se heated by a controlled heat Process that provides a monitoring syaten 
positioned in ae zeny strategic lecations in the oven as necessary te 
assure 2 continuous temperature throughout each gish of: 

{i} Zor lese than 180 PR. for a minimum of 20 minuter for bot-process 
smoked o¢ hot-process emoke-flavored fish which have been brined te 
contain 3.5 percent water phase salt in the ftnished preduct as 
prescribed im paragraph (c)(4}(1) O£ this section, except that smoked 
cheb containing sodium nitrite es provided for in § 121.1230 of this © 


chapter shall be proceseed in accordance with that section; or 
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(ii) Rot lags than i5d PF. for a minim of 7D minutes for 
Ol-proces* smoked or hot-process smoke-Zlavored fish which have been 
brimed co contain 5.9 percent vutar phese salz in the finished product 
58 praserived in psragrarn (c)(4)(fi) of this section. 

{#) Pecking. (1) The finished produet shall be handied culy 
with clean, sanitized hands, gloves, or utensils. 

{2} Manu@l menipulation of the finished proguct shall be kept 
fo 4 minioua, 

(S) The finished product shall be cooled to a tesperature of 
50. ?. er Selow within 3 hours after cOoking and furt’ - coolad to 
2 tesperatuce of 3. FP. or belew withirz 12 hours after cooking, and 
this temperaturecshall be aaintained during all snoseqcent storage 
and distribution. 

{4} The shipping containers, rerail packages, and shipping recerds 
shall indicate by eyoxuntiate ilabeling the perishable ratere of the 


product and shall specify that the prodect ehsli be shipped, stored, 


° 
and/or held for sale st 28 PF. or below until consuned. 


(5) Permenently legible code marks shall be placed on the outer 
layer of every finished product package and master carton. Such merks 
shall identify at leaet the plant where packed, the date of packing, 
aud the oven load. wecords shall be so asintained ss toe provide 
positive identiZication (1) of the process procedures used for the 
manufacture of hot-process smoked or hete-process smoke-flavored fish 
and (11) of the distribution of the finished product. 


{2} Testing. {1} Hicrobieleyicel examination of in-line and 
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finished product samples should be conducted with sufficient frequency 
to ésaura that processing steps and sénitary procedures ere edequate. 

(2) The Himished preuuct shall be analyzed chemically with 
suificient irequency to assure that the required saltaity is obtained 
im every fish and chat other chenical ecditives are present at 


autherized levels. 


Esfcctive date. This ordar shall become effective 39 days after 
its date of publicetion in FEDERAL REGISTER. 
(Secs. 402(a)(4), 701¢a), 52 Stat. 1046, 1055; 21 0.5.0. 542(a}(4), 


37 {a)) 
NUV 2 BIC 
ican 
Sam D. Fine 
Associate Commissioner for 
Compliance. 


CERTIFIED TO BE A TRUE COPY OF THE ORIGINAL 


| ies 


ey 


A-645 


DEFENDANTS' EXHIBIT D - TAB A OF Ti?E PURPORTED 
ADMINISTRATIVE RECORD 


SUMMERLUN'S 
BAYWOOD FISHERY 


qua Alsws 
» 


a 
%, 


Dec.1,1969 


Hearing Clerk 

DepteHealth Ed. and Welfare 
Poom 5440 : 

5350 Independence Ave. S.We 
Washington DC. 20201. 


Deer Sir. 
. In regards to the notice in the Federal Register, 
Nove 2#2,19690n fish and seafood productsSe GeMeP.! s for 
smoked fishe Under section 128A~-7=d4 smoked fish-shall 
be Iabeled to specify the product shall be shipped, stored 
an held for sale at 38 F or below. 

We have operated & smoked fish mail order business 
here for the past 24 yearse We ship our preduet by parcel 
post all ovew the United States. In this time We have shipped 
approxmately 1OQ000 lbs. of our smoked productse 

Wilk this new G.MeP. pervent us from shipping smoked 
fish in the mail 7 If so is there some other course we 
can take to stay In.the mail order business. 


Very Truly Yours 


Be. Ae Summerlin ZS 
: to 
Of 
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REGO SMOKED FISH CO., INC. 


69-80 75th Street * Middle Village, N. Y. 11379 


November 19th, 1°69 


jealth, Education and Welfere 


330 sie akg pan Avenue, Se We 
washington, De C., 20201 


Re: Proposed Current Good Manufacturing Fractice, (Sanitation) 
Section 128a.3. 


Dear Sirs: 


As a producer who has been in the Smoked Fish Business at this same location 
since September, 1949,-and as one who has participated and cooperated with the 
F.D.A,, Tne New York State Department of Agriculture end Markets, and the New York 
City Lepartment of Health in the development of the proposed "Good Manufacturing 
Fractices",-I cannot understand the attempt to promulgate the proposed standards, 
as published in the Federal Register of October 27th, 1969, without the inclusion 
of the standard "Grandfather Clause", usually included in all such type regulations. 


At the various joint committee meetings sf our Industry and the aforementioned 
agencies it was universally agreed and accepted by All partiripants that such a 
“Grandfather Clause" to protect the existing proceesing plan's was necessary. 

Even those representatives of the F.D.A. agreed te this need. 


To have published these Good Manufacturing Practices without such a clause is 
not only unconscionable, but is a violation of the AMERICAN DsMOCRATIC CONCoPT and 
would put all exisfing smoked fish plants in the United States in jeopardy of 
being forced out of business, should Section 128a.3, referring to plants and grounds, 
be strictly enforced as written. 


We have applied for a loan from the Saall Business Administration. We were 
turned down. Be that as it may, we could not.comply with the proposed regulations 
except by tearing down our entire plent and starting from scratch. 


Fully cognizant of our responsibilitées to produce a clean and wholesoms 
product under G.M.P. and Sanitary Procedures,-we respectfully suggest and request 
that a "Grandfather Clause"be inclujed exempting all existing plants from meeting 
the physical plant specifdcations of the section. 


In additdon, we understand that onc Association of Smoked Fish Frocessors, Inceey 
through their technical experts, are submitting additional objectious-te which, 
we also subscribe. 


Wwe respectfully fequest that our personal objection and the objections of 
our Association receive all due consideration and review. 


Respectfully yours, 
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TWining 4-1400 \ 


REGO SMOKED FISH COQ., INC. 


69-80 75th Street * Middle Village, N. Y. 11379 


by @hi em, Benen) 21S, 15 


duly b ed tee ~ 


Hearing Clerk 

Departnens of Health, Edjcation end 

Roon 5140 

330 Independence Avenue, SW. 

Washington, DeC., 20201 

Dear Sirs; sanitation) 


Reference is nade to our letter dated lovenber i9¢h 
3 


ra} 


ecitically to the first paragrazh, vherin we stated 


Fropesed Rerulations for Good tanufactur 


was jublished in the Federal Register of October 27th, 


this is an errors 


The mui of the publication in the Federal Rezister | 


FROPOS= 
of the aforementioned, Re:miations wes COTCZER 23rd, 1969— 
VOLUME 34 #204. 
We respectfully request your attention to this correction. 


Respectfully yours 
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Ce” 
eee of tnohead Ftih LS, So x % 


TECHNICAL CENTER 


S4@ CLAYTON STREET AREA CODE 617 
BOSTON, MASSACHUSETTS 02122 825-1812 


Certified Mail November 18, 1969 
Return Receipt Requested 


Hearing Clerk | 
Department of Health, Education & Welfare 
Room 5440 

330 Independence Avenue, S.W. 

Washington, D.C. 20201 


Re: Proposed Current Good Manufacturing Practice (Sani- 
tation) 21 CFR Part 128a - Fish and Seafood Products 
Subpart A - Smoked Fish 


Dear Sir: 


Reference is made to the proposed regulations setting forth specific 
manufacturing practice (sanitation) requirements regarding hot pro- 
cessed smoked fish (21 CFR Part 128a Subpart A - Human Foods; Current 
Good Manufacturing Practice (Sanitation) in Manufacturing, Processing, 
Packing or Holding - Smoked Fish) published in The Federal Register, 
Volume 34, No. 204, Thursday, October 23, 1969 pages 17176 through 
271735 


The Association of Smoked Fish Processors, Inc., which represents the 
major smoked fish processing industry in the New York area wishes to 
file the following written comments regarding the above referenced 

proposal. 


Since 1963, the processors of smoked fish have made significant changes 
in their facilities, equipment, utensils, processing practices and 
controls to improve the sanitation of their manufacturing operations 

in order to minimize the hazard of Type E botulism and the risks of 
food~borne infections due to the consumption of smoked fish. The 
effectiveness of this effort has been demonstrated by the absence of 
any botulism outbreaks since that time due to smoked fish, and to the 
minimum incidence of other food-borne infections related to this group 
of food products. 


Members of the Association take exception to the image of irresponsi- 
bility cast upon the smoked fish industry by the statement in the 
preamble to the proposed regulations by the Food and Drug Administra- 
tion that "currently, the situation exists whereby some processors 
base their manufacturing practices solely on the appearance and 
acceptability of the finished product quality to consumers rather than 
on any specific or controlled processing parameters that would minimize 
the health hazard of C. botulinum Type E or its toxins." Smoked fish 
processcrs are keenly aware of the potential public health hazards 
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Hearing Clerk -2- November 18, 1969 
Dept. Health, Education & Welfare 


Re: Proposed Current Good Manufacturing Practice (Sanitation) 
21 CFR Part 128a - Fish and Seafood Products 
Subpart A - Smoked Fish 


associated with inadequate processing and abusive handling of their 
products and, consequently, have taken positive constructive action 
to improve their facilities, sanitation and manufacturing practices. 
The implication that they have done otherwise is unjust. 


The Association is aware of the need for, and is receptive to, pro- 
mulgation of a uniform code of Sanitary standards that can be used 

as a basis of equitable regulatory enforcement throughout the indus- 
try. The Association is also aware, however, that while uniform 
requirements of sanitation and sanitary operation can be expected, 
uniformity in processing procedure among different species of fish is 
commercially unrealistic. 


The proposed process requirements suggested by the FDA for hot pro- 
cessed smoked fish are neither commercially feasible nor based on 

sound scientific evidence obtained with the variety of smoked fish 
products to be included under this regulation. It has been repeatedly 
demonstrated that consumer acceptable smoked chubs cannot be prepared 
when processing conditions require that the coldest portion of the 
Slowest heating fish in a smokehouse must attain a temperature of 

180°F for 30 minutes. Other varieties of fish are even more heat sensi- 
tive. Processing conditions which minimize the necessity for high 
temperature treatment must be adopted if the consumer is to continue 

to enjoy the products she has become accustomed to. Work now underway 
by the Bureau of Commercial Fisheries on severa) varieties of fish 

have indicated very encouraging preliminary results with lower tempera- 
ture processing in combination with specific salt and nitrite levels. 


The Association strongly feels that the GMP regulations for smoked 
fish be inclusive of good manufacturing practices that pertain to 
environmental aspects of the plant and process, but exclude references 
to processing techniques that may vary significantly with the various 
fish products. Specification of processing parameters should be pub- 
lished as amendments to the Smoked Fish GMP as they are scientifically 
established through the coordinated effort of industry, the Bureau of 
Commercial Fisheries and the Food and Drug Administration. 


In addition to the above objections, we would also like to comment 
specifically regarding particular wording in the body of the regula- 
tions which we feel is ambiguous, difficult to interpret, or incom- 
pleted, and requirements which are not practical commercially or 
technically justified. 


Para. 128a.1(a) Change to: 
Smoked Fish. As used in this part, the term "smoked fish" 


means any fish thas is prepared by treating it with salt 
(sodium chloride) and which, for the prime purpose of taking 
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Hearing Clerk ai November 18, 1969 
Dept. Health, Education & Welfare 
Re: Proposed Current Good Manufacturing Practice (Sanitation) 


21 CFR Part 128a - Fish and Seafood Products 
Subpart A - Smoked Fish 


on the flavor and/or color of smoke, has been (1) sub- 
jected to the direct action of smoke or smoke flavor 
from the burning of wood, wood sawdust, or similar 
burning material; or (2) immersed in or sprayed with a 
smoke-flavored solution. 


Para. 128a.1(c) Add: 


Other methods of comparable accuracy may be used. 


Para. 128a.1(d) Revise as follows: 


Hot process smoked fish. As used in this part, “hot 


process smoked fish" means the tinished food prepared 
by subjecting forms of smoked fish referred to in 
paragraph (a) of this section to a drying and heating 
operation. The food additive sodium nitrite may be 
used in accordance with the conjitions prescribed by 
paragraphs 121.1064 and 121.1230 of this chapter. 


Para. 128a.3(b) Revise as follows: 


The following processes shall be carried out in separate 
rooms, areas or facilities so arranged to prevent con- 
tamination from product in earlier stages of processing: 


(1) 
(2) 
(3) 


(4) 
(5) 
(6) 
(7) 


Para. 128a.3(c) Revise as folsows: : 


Receiving 

Storage of raw fish 

Presmoking operations (thawing, dressing, 
brining, etc.) 

Drying and smoking 

Cooling and packing 

Storage of finished product 

Shipping 


The processing of product shall be so scheduled as to 
prevent contaminaticn by exposure to areas, equipment 
or utensils involved in earlier processing steps, refuse 
or other objectionable areas. 


Para. 128a.6 (b) Revise as follows: 


Containers used to convey or store smoked fish or fish 
products in process shall not be handled in a manner 
conducive to direct or indirect contamination cf contents. 
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Hearing Clerk “a November 18, 
Dept. Health, Education & Welfare 
De: Proposed Current Good Manufacturing Practice (Sanitation 
21 CFR Part 128a - Fish and Seafood Products 
Subpart A - Smoked Fish 


Para. 1282.6 (c) Revise as follows: 
Cleaning and sanitizing of utensils and portable equip- 
ment should be conducted in an area set aside for these 
purposes and shall be carried out in such a manner as 
to prevent contamination of the fish or fish products. 


Para. 128a.7 (a) (1) Revise as follows: 
Raw materials. (1) All fish received shall be inspected 
anc only sound, wholesome fish free from adulteration and 
organoleptically detectable spoilage shall be processed. 

Para. 128a.7(a) (2) Revise as follows: 
Upon receipt, fresh or partially processed fish, except 
those to be immediately processed, shall be chilled with 
ice or refrigerated to an internal temperature of 40°F 
or below and shall be maintained at that temperature 
until the fish are to be processed. 

Para. il 28an7.(b) yi (a) Revise as follows: 


In air so that the temperature of the fish does not exceeé 
45°F; ox 


Para. 128ai7(b)(1) G2) Revise as follows: 


In a thaw tank or spray system using potable municipal 
water. 


Para. 128a.7(b) (3) Revise as follows: 


Fish entering’ the thaw tanks shall be free of packaging 
Material except portions of: inner wrap material. 


Para. 128a.7(b) (4) Revise as follows: 


After fish is thawed it should be washed thorougnly with 
either a spray or continuous water flow before being 
brined. 


Para. 128a.7(c) (2) Revise as follows: 


After the evisceration process, the fish shall be thor- 
oughly washed by means of a continuous spray system or 
a continuous water flow. 


a - si 
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Para. 128a.7(c) (3) Revise as follows: 


All fish shall be brined in a solution that does not 
exceed 50°F. 


Para. 128a.7(c) (4) Delete and include salt requirement 
with process parameter for specific 
species as established. 


Para. 128a.7(d) (1) velete 


Para. 128a.7(d) (2) Delete and include temperature and time 
requirement with process parameter for 
specific species as established. 


Para, 1284.7 (e) (3) Revise as follows: 


The finished product shall be cooled to a temperature of 
38°F within 12 hours after smoking and this temperature 
shall be maintained during all subsequent storage by the 
processor. 


Para. 128a.7(f) (1) Revise as fcllows: 


The finished product shall be examined microbiologically 
with sufficient frequency to assure that processing steps 
and sanitation of procedures are adequate. 


The above revisions in the proposed Good Manufacturing Practice (Sani- : 
tation) for hot processed smoked fish are considered to be both | 
reasonable and practical from a technical and commercial standpoint 
without jeopardizing consumer protection. 


Based on the Good Manufacturing Practice (Sanitation) for hot pro- 
cessed smoked fish pro.osed by the Food and Drug Administration, there 
is an evident need for closer liaison and constructive cooperation 
between Government and Industry in the preliminary drafting of work- 
able regulations in this industry. 


We shall- look forward to the opportunity of discussing the proposed 
regulations with you in greater detail. 


Respectfully submitted, 
ASSOCIATION OF SMOKED FISH PROCESSORS,IN 
Ss z, a). Peas, 
Geor W. Bierman, Ph.D. 
GWB/dmb Technical Advisor 


ccs; Sve Attachment 
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~Attachment- November 18, i969 
Education & Welfare 


Proposed Current Good Manufacturing Practice (Sanitation) 
21 CFR Part 128a - Fish and Seafood Products 
Subpart A - Smoked Fish 


Copies of foregoing to all members, Association of Smoked Fish Pro- 
cessors, Inc., as follows: 


Acme Smoked Fish Corp. 

Horowitz Bros. Smoked Fish Products Co. 
Vita Food Products, Inc. (Schnibbe Division) 
Marshall Smoked Fish Co. 

Montrose Smoked Fish Co. 

Nova Scotia Food Products Corp. 

Rego Smoked Fish Co. 

Vita Food Products, Inc. 
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PACKERS, CURERS AND 
SMOKERS OF ALL KINOS 
OF FRESH AND SALT 
WATER FiSte 


"A SCOTIA 


FOOD PRODUCTS CORP OARATION 


212 388-2876 77 LOMBARDY STREET, BROOKLYN, NEW YORK 11222 


November 21, 1969 


Hearing Clerk 

Department of Health, Education & Welfare 
Room 5440 

330 Independence Avenue, S.W. 

Washington, D.C. 20201 


Dear Sir: 


Reference is made to the proposed regulations setting forth specific 
manufacturing practice (sanitation) requirements regarding hot nro- 
cessed smoked fish (21 CFR Pert 1282 Subpart A- Human foods: Current 
Good Manufacturing Practice (Sanitation) in Manufacturing, Processing, 
Packing or holding-Smoked Fish) published in The Federal Register, 
Volume 34, No. 204, Thursday, October 23, 1969 pages 17176 through 
171783 


We concur with the objections and exceptions contained in the written 
communication, sent separately, by the Association of Smoked Fish Pro- 
cessors, Inc. (Techinical Center). Most of the objections deal with 
technical and other practical matters the reasons for which could 

best be handled at a hearing rether than in interminable written ma-— 
terial. 


We beleive, however, that it is important now to provide you with 
some general philosophy of reasoning that affects the whole body of 
the proposed regulations as it specifically applies to smoked fish. 


Continued, please see page-2- 


g 
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PACKERS, CURERS AND 
SMOKERS OF ALL KINDS 
OF FRESH AND SALT 
WATER FISH. 


COTIA 


FOOD PRODUCTS S RIPOQORATI ON 


212 388-287; 77 LOMEARDY STREET, BROOKLYN, NEW YORK 11222 


(-Continued, page 2-) 


1- Certain proposed requirements are impossible or impractical. For 
example, (a) the heating of certain types of fish to high temperatures 
will completely destroy the product!; (b) very cold brinning temp- 
eratures will not premit the absorption of salt by the fish. These 

are only examples and apply to other parts of the proposed regulation. 


2- Inasmuch as the Food and Drug Administration acknowledges in the 
third paragraph of the Preamble (page 17176) “that adequate times, 
temperatures, and sa-t concentrations have not been demostrated for 
each individual species of fish presently smoked," it follows that 
blanket processing procedures other than sanitary consideraticns are 
improper, unfair, and will lead to undue hardship for individuals and 
the public. As an alternative tc this section of the proposed reg— 
ulation, part 128a.7 and in particular ts paragraph (d) (1) and (2), 
specific processing procedures coule be established for each species 
efter adequate work and experimention has been done-but not before. 


3- Certain proposals will require mejor alterations of exisiting Plants 
or the building of new plants. Such construction takes time. Take, fer 
example, a fish smoking plant which is so constructed that it has only 
one opening for shipping and receiving and this condition cannot be 
changed for physical reasons. This plant cannot comply with Section 
128a.3 (Plants and Grounds). In this case reasonable time should be 
given to «llow for moving to another facility cr building a new plant. 
In those plants where it is physically possible to make structural 
changes time should be allowed for that too. 


Continued, please see page-3- 
y e¢. 
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PACKERS, CURERS AND 
SMOKERS OF ALL KINDS 
OF FRESH AND SALT 
WATER FiShHe 


JA SCOTIA 


IF @ @® ID ie. (>) TD ts Cm CORPORATION 


212 388-2876 77 LOMBARDY STREET, BROOKLYN, NEW YORK 11222 


-~CONTINUED-PAGE-3-) 


Nothing in this letter should be construed as an unwilligness to 
cooperate with the Food and Drug Administration. Our point is, 

that the new regulation should not contain impossible requirements 
or impractical rules, nor cause undue hardship on the industry, it's 
employees or the public. Furthermore, where large scale monetory 


investments and/or major construction will become necessary, suff- 
icient time should be granted to accomplish these objectives. 


Respectfully Submitted, 
NOV T FOOD PRODUCTS CORP. 


DAVID SKLAR 
VICE-PRESIDENT 
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| November 20, 1969 


Commissioner of Food and Drugs 
Department of Health, Education and Welfare 
‘ Washington, D. C. 20204 
: Attention: Hearing Clerk 
i Deaw Siz: 
Development Consultants, Inc., a Corporation organized 


| under the laws of the State of Ohio and having a principal place 


of business at 5657 Vine Street, Cincinnati, Ohio 45216 by and 
through its attorney respectfully petitions the Commissioner for 
modification of the proposed Rule 21 CFR Part 128a HUMAN FOODS; 
CURRENT GOOD MANUFACTURING PRACTICE (SANITATION) IN MANUFAC- 
i TURING, PROCESSING, PACKING, OR HOLDING Smoked Fish. 
Petitioner is the owner of ZESTISMOKE process for im- 
| parting smoky flavoring to comestibles in general which process 
has particular utility for imparting smoky flavoring to meat and 
| fish. In general the process comprises utilizing liquid smoke 
by nebulizing the liquid smoke to form a cloud of the liquid 
smoke and exposing the comestible product to the cloud of liquid | 
| smoke while the comestible is maintained at room temperature, or 
heated depending upon whether the product is to be hot or cold 
processed. The liquid smoke consists of a clear aqueous solu- 
tion prepared by condensing or precipitating wood smoke in water. 
The proposed Rule, 21 CFR Part 128a as reported in the 
Federal Register, Vol. 34, No. 204 on October 23, 1969, if 
| adapted would cause Petitioner irreparable harm by precluding 
the carrying out of its useful and proprietary process in the 


hot processing of fish. 


| 
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Specifically the proposed Rule §128a.1(a) defines smoked 
fish as --"any fish that is prepared by treating it with salt 
(sodium chloride) and then subjecting it to the action of smoke 
from burning wood, sawdust, or similar material” [emphasis 
added]. 


It is submitted that Subpart (a) should be amended by 


| including at the end thereof or having added to it a clear 


aqueous soiution prepared by condensing or precipitating wood 


smoke in water so that the subparagraph would read as follows: 

"Smoked fish. As used in this part, the term 'smoked 
fish' means any fish that is prepared by treating it with salt 
(sodium chloride) and then subjecting it to the action of smoke 
from burning wood, sawdust, or similar material or having added 
to it a clear aqueous solution prepared by conden:! ig or pre- 
cipitating wood smoke in water." 

Granting of this petition would also require revision 
of §128a.7(d)(1) and (2) by cancelling the term "smokehouse" 
and substituting smoke-imparting chamber. 

The terminology employed in amending §128a.1(a) is 
terminology which has been approved by this Agency and the Com- 
missioner's attention is respectfully directed to Federal 
Register, Vol. 34, No. 192, October 27, 1969, page 15555 
§19.510(d)(1). The Commissioner will also respectfully note 
that Development Consultants, Inc., the Petitioner herein, was 
the joint Petitioner with County Line Cheese Co. in respect to 
the amendment of Title 21 Chapter 1 Subchapter B Part 19 of the 


Act. 


TT eens err tee eer ee ear a enone 
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Petitioner notes that the primary function of the new 
Rule was to minimize the "hazard of Type E botulism and the 
risks of food-borne infections..." Thus the important limits 
ef the Rule are the paragraphs relating to sanitation, the 
addition of salt to the product and the application of high 
temperature for a predetermined time to the fish product. It 
is submitted that the means for imparting a smoky flavoring to 


| the product is of substantially no consequence in the control of 
| Type E botulism. It is therefore submitted that the proposed 

| Rule may be amended as proposed herein without departure frem 

i the sanitation and health standards of the Rule. 


Petitioner requests an cral hearing. 


DEVELOPMENT CONSULTANTS, INC. 
By Its Attorney 


| 


| 
{ 
| 
i 
| 


Mart A Step 


Harold L. Stowell 


| 
{ 
| 
| 
| 
Respectfully submitted, 
| 
| 
| 
| 
| 


| 
| 739 Warner Building 


i Washington, D. C. 206004 
i Tel: 628-3233 


| 
| 
| 
| 


| 
| 
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V q ADDRESS ONLY THE DIRECTOR, 


2 - BUREAU OF COMMERCIAL FISHERIES 
UNITED STATES 
DEPARTMENT OF: THE INTERIOR 
FISH AND WILDLIFE SERVICE 


BUREAU OF COMMERCIAL FISHERIES 
WASHINGTON, D.C. 20240 


Nevember 21, 1969 


Mrs J. Ke Kirk 
Associate Commissioner for Compliance 
Fooi and Drug Administration 
Department of Health, Education, 

and Welfare 
Washington, D. C. 20204 


2ar Mr. Kirk: 


We have carefully reviewed the proposed good manufacturing practices 
for manufacturing, processing, packing, or holding smoked fish as 
published in the Federal Register of October 23, 1969, As you know, 
this Bureau has been carrying out research for several years to 
develop hygienic and processing procedures that will enable production 
of wholesome and high quality smoked fish products, We believe there 
is a need for regulations setting forth specific manufacturing 
practices tor hot processed smoked fish that would serve two objectives: 
(1) provide the consuming public with wholesome products; and (2) 
allow the processing industry practical means to produce such products 
which would in turn be marketabie,. 


The proposed G.P for hot pincessed smoked fish sets forth Sanitation 
standards that will minimize hygienic hazards and will improve the 
quality of smoked fish. For the reasons stated in my letter to you 
of September 26, 1969, unfortunately, the processing requirements 
presently proposed, which provide no alternate procedures, preclude 
attainment of the second objective by industry for the majority of 
hot processed smoked fish products presently being mant.factured, 
Experimental data available to us indicates that it may be rossible 
to meet both of the above objectives on a practical basis by selecting 
processing criteria for each species that would ensure wholesomeness 
with minimum changus in the acceptability of the hot smoked fish 
product, 


could be more practically and adequately reaiized by reducing processing 
temperature and using suitable concentrations of nitrite and salt. Our 
work also suggests, for example, that if the minimum level of salt 

(sodium chloride) in the water phase of hot smoked fish is increased, 

this would allow for a significant reduction in the processing temperature 
required which in turn would maintain assurance of consumer safety 
without elimination of the marketability of most hot smoked fish products, 
In addition, the use of higher salt levels would lessen the dependency 


In our petition for nitrite, we showed that wholesomeness considerations 
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on temperature as a means to inhibit Clostridium botulinum Type E 
outgrowth, inasmuch as residual salt content can be readily monitored 
post processing. 


As mentioned above, such an alternative of higher salt concentrations 
could be used as an interim measure until such time as on-going and 
future research to define processing parameters for other species are 
completed, We would be pleased to make specific suggestions to you 
that will provide on an interim basis a more practical alternative 
for the various species than the processing conditions specified in 
the good manufacturing practices. 


Another alternative would be, at this time, to limit your description 
of good manufacturing practices to that which pertain only to plant 
Sanitation aspects, An additional section with appropriate subsections 
could provide for specific processing requirements on an individual 
species basis as they are developed. In this regard, we are enclosing 
a conceptual format using smoked chub as an example. 


Thank you for providing us this opportunity :o comment before the GMP 
is published as rulemaking. 


Sincerely yours, 
7 


aig Si Z a 
Vas ,- re ae ae 
Joseph W. Slavin 
Assistant Director for 
Utilization and Engineering 


Enclosure 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
Food and Drug Administration 
(21 CFR Part 128a) 


HUMAN FOODS; CURRENT GOOD MANUFACTURING PRACTICE (SANITATION) 
IN MANUFACTURING, PROCESSING, PACKING, OR HOLDING 


Smoked Fish 
(----) 
PART 128a-FISH AND SEAFOOD PRODUCTS 


Subpart A-Smoked Fish--General 


Sec. 

128a.i Definitions. | 
128a.2 Current good manufacturing practice (sanitation). 

1282.3 Plants and gounds. 
'128a.4 Equipment and utensiles. 

1284.5 Sanitary facilities and controls. 

1284.6 Sanitary operations. 

128a.7 Process and controls 


AUTHORITY: (----) 


128a.1 DEFINITIONS. 


(a) Smoked fish 

(b) Loin muscle 

(c) Water phase salt 

(d) Hot process smoked fish 


128a.2 CURRENT GOOD MANUFACTURING PRACTICE (SANITATION). 


128a.3 PLANTS AND GROUNDS. 


j 


128a.4 EQUIPMENT AND UTENSILES. 
128a.5 SANITARY FACILITIES AND CONTROLS. 
9 128a.6 SANITARY OPERATIONS. 
1284.7 PROCESSES AND.CONTROLS. 
(a) Raw materials 


(b) Defrosting of frozen fish 
(c) Presmoking operations : 
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Sec. 
- 128b. 
128b. 
128b. 
128b. 


128b. 


128b. 


NOTE: 


(c) Presmoking operations (Cont'd) 

(1) ---- 

(2) ---- 

(3) ---- 

(4) Hot processed smoked fish shall be brined in such a manner 
that the final salt (sodium chloride) content throughout 
the finished product, expressed as percent in the water 
phase, shall not be less than that specified in Subpart B. 

(5) ---- ‘ 

(d) Heating, cooking, smoking operation 
(1) ---- f 

**(2) (Delete from this subsection) 

(é) Packing 

(f) Testing 


xk 


**Subpart B-Smoked Fish-- 
Processing Requirements for Individual Products 


Smoked chub. 

(e.g. - Smoked sable fish). 

(e.g. - Smoked salmon). 

(e.g. - Smoked whitefish). 

(Note: above 3 subsections to be inserted as new methods are 
developed and accepted). 

5 All other products. 


WN 


1 SMOKED CHUB. 


(a) Hot processed smoked chub shall be: 

(1) Brined in such e manner that the final salt (sodium chloride) 
content in the water phase of the loin muscle of the finished 
product shall not be less than 3.5 ‘percent, and heated in 
such @ manner to assure a continuous temperature throughout 
each fish of 180° F. or above for a minimum of 30 minutes, or 

(2) Hot processed smoked chuo shall be processed utilizing sodium 
nitrite in accordance with the procedures prescribed in 
£21 1230. 


*k : A ; ; ; 
These sections illustrate major changes in format of the 
proposed GMP. 


| 
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NATIONAL FIGHERIES INSTITUTE, INC. 


1225 CONNECTICUT AVE., N.W. &) WASHINGTON, D. C. 20036 2 (2062) 223-3161 


November 21, 1969 


Miss Beryl S. McCullar 

Hearing Clerk 

Department of Health, Education and Welfare 
Room 5440 - 330 Independence Ave., S.W. 
Washington, D.C. 20201 


Dear Miss McCullar: 


Re: Proposed promulgation of 
regulations to establish 
criteria for current Good 
Manufacturing Practice 
(Sanitation) for Smoked Fish. 


The attached comments are submitted by the National 

Fisheries Institute on behalf of its members on the proposal 

of the Commissioner, published in the Federal Register of 

October 23, 1969, (34 FR 17176), to promulgate regulations 

to establish criteria for current Good Manufacturing Practice 

(Sanitation) in the manufacture, processing, packing or holding 
4 of hot smoked fish to affect compliance with Section 402(a)(4) 

e of the Federal Food Drug and Cosmetic Act. 


Sincerely, 


“Lf, vi , NATIONAL FISHERIES INSTITUTE 
G 
Vb eAU fr ) 

& Lp Sear Lee “4 Wack 


Director Technology Executive Direttor 


me f 
rig 
d 
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COMMENTS Oii SMOKED FISH G.M.P. 


Tne National Fisheries Institute has noted the proposed regulations 
secting forth the specific manufacturing practice (sanitation), require- 
ments regarding hot processed smoked fish ir che FEDERAL REGISTER of 
October 23, 1969. 

The National Fisheries Institute represents 48 firms that are vitally 
interested in smoked fish. Twenty-six of these firms are actively smoking 
fisn. The remainder are either suppliers of raw material or marketing 
our.lets. Tne industry is very desirous of having a Good Manufacturing 
Pracvice Regulation for hot ssoked fish and will cooperate in every way 
possible to make hot smoked fish safe. 

As background to these comments, it is important to note activity 
during the past several years. 

In the last five years, the group of plants producing the majority 
of smoked fish in the United States have made significant capital 
expenditures, involving structural changes and new equipment, in an effort 
to improve product quality and wholesomeness. At least two firms are 
building entirely new plants, incorporating recommended hygienic safeguards. 
Practices in processing are becoming standardized with increased emphasis 
being devoted to quality control. 

However, the industry is aware of the need of a uniform code of 
Sanitary standards and welcomes the rerened regulation insofar as it 
applies to sanitation, as an aid in minimizing public health hazards. We 
believe this will accelerate current improvement programs throughout the 
industry. Hevever, due to the differences in characteristics of various 
species sold in smoked form, and due to the fact that the consuming pubiic 
demands a certain standard of quality for a diversity of product forms, 


different operating processing parameters are required for each species . 
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or fish. 

It has been found for example that smoked chub products acceptable 
to consumers cannot be prepared in commercial quantities by heating 
during processing to 180°F for 30 minutes. This has been resolved 
however by means of a food additive petition permitting the use of 
nitrite and a specified level of Salt, and a lower operating temperature 
which provides the safety required by preventing the outgrowth of 
botulinum even under abusive incubating conditions. This petition however 
restricts the use of nitrite and lower smoking temperatures to a single 
specie of fish, namely chubs. 

As it was found with chubs, it is also impossible to subject other 
species of fish to the operating temperatures contained in the proposed 
regulation and have a product acceptable to the consumer. 

Although specific safe operating parameters for these other species 
of fish that are commonly smoked have not yet been established, work 3 
now under way by the Bureau of Commercial Fisheries on three species of 
fish (whitefish, sable and salmon) is showing encouraging preliminary 
results. The experminental data indicates that considerably lower 


temperatures in combination with specific salt and nitrite levels will 


result in a smoked fish product that will be acceptable to the consumer, 


and also adequately minimize the risk of the public health hazard from 
Type E botulism, Other preservatives are also being considered. 
In view of the unacceptable time temperature parameter of 180°F for 
30 minutes, we request that the parameter of 150°F for 30 minutes and 5% 
salt in the water phase be established as an alternate procedure to 
that stated in the proposed regulation for an interim period until specific 


parameters can be established. 
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This request is predicated on data that indicates that products 
manuractured using these parameters are safe and marketable. 

We would suggest therefore that the present regulation be limited 
to sanitation principles only and that processing parameters be enumerated 
on a specie basis. 

The processing parameters have been enumerated for chubs end can 
be referred to. For the other species for which data do not exist during 


the interim development period processing parameters of either 10°F 


for 30 minutes with 34% salt or 150°F for 30 minutes with 5% salt can 


be used. 

As scientific information is developed which indicates other safe 
operating parameters, specific praelesins peaubuents can be issued 
Separately as separate petitions, and be made a part of, ard cross 
referenced to the Smoked Fish GMP. : 

The food additive regulation published in the FEDERAL REGISTER, 
Vol. 34, No. 163, August 26, 1969, is a precedent for this. The desire 
of the smoked fish processors is two fold. First: that the promulgated 
regulations assure safety for the consumer. Secondly: that conditions 
and practices established by such regulations can be accomplished by 
industry. 

The basic change in policy suggested above will enable this. Then, 
in addition, the National Fisheries Instity<e suggests changes in the 
proposed rule making to clarify certain ambiguities: 

128aIa Add at end: "or by treatment with a concentrated solution 
of wood smoke." 

or: "or by treatment with a solution of wood smoke condendate." 


or: "or by treatment with a solution of material resulting fron the 


condensation of wood smoke." 
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While to our knowledge, no smoked fish is being produced using the 
apove method, there are several reasons why it might be extremely desirable 
to do so, and it should be provided in the GMP as an alternate method. 


A large percentage of smoked meat products are so made. 


i28al(d) Revise as follows: 

Hot processed smoked fish, as used in this part "hot processed 
smoked fish" means the finished food ,repared by subjecting forms of 
smoxed fish referred to in paragraph (a) of this section to a drying and 


heating operation, such that the temperature of the product would reach 


100° or higher. 


We have purposely ommitted any reference to the salt coi.cent and the 
use of nitrite. These are operating parameters that we feel should not 
be included with the sanitary regulations. The above differentiates 
"Hot smoxed fish" fronf'Cold smoked fish". The latter cannot be heated to 
a temperature over 90° F. or it will take on a cooked quality that is 


not wanted in cold smoked fish. 


128a3b Revise as follows: 

The following processes shall be carried out in separate rooms, 
areas or facilities so arranged to preclude contamination of product 
from that in earlier stages of processing: 


Receiving 

Storage of raw fish 

Presmoking operations (thawing, dressing & brining, etc.) 
Rrying and smoking 

Cooling and packing 

Storage of finished product 

Shipping 


“SOU PWD 
Pa tice hae ier sail 
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The partitioning of some existing plants into the number of rooms 
specified cannot be accomplished. Processing can be carried out in a 
completely sanitary manner without all of the specified rooms. Further, 
the provision of the specified rooms does not insure completely sanitary 


processing. 


128a3c Revise as follows: 
The processing of product shall: be conducted in such a manner as to 
prevent contamination by areas, equipment or utensils involved in 


earlier processing steps. 


128a6b Revise as follows: 


Containers being ised to convey or store smoked fish or fish products 


in process shall not be handled in a manner conducive to direct or 


indirect contamination ©. the contents. 


. 128a7a4 Revise as follows: 
All fish received in a frozen state shall either be thawed promptly 
and processed or stcred at a temperature that will maintain it in a frozen 


state. 


Frozen fish is delivered in various ways and may be at a temperature 
above 0° F. Frozen fish iis usually delivered to a plant for immediate or 
very early processing and it is usually advantageous to allow it to 
partially thaw previous to the actual thawing. As written, if literally 


erifoerced, this section would prohibit this practice. There is no 
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bacteriological basis for this. Fish in storage veusily are maintained and 
transported over long distances at temperatures of at least 0° F. and 


sometimes much lower. 


128a7b1 Revise as follows: 
ii Frozen fish shall be thawed in air or water in such a manner that 
the temperature of the fish does not exceed 45° F. 


ii Delete 


128a7b3 Revise as follows: 
Add: “excepting inner wrapping material that is frozen solidly 


against the fish and cannot be readily removed until the fish is thawed. 


It is thoroughly impractical, if not impossible, to remove the inner 
lining material from frozen fish, whether it be paper, plastic or 
parchment. This addition would make the operation possible and would not 
add to the contamination as the inner liner is protected by tne outer 


container. 


128a7ba Revise as follows: 


After fish is thawed it shall be adequately washed, preferably by a 


spray system. 


There should be optional methods of washing fish after thawing. Fish 


of different sizes require differeat methods. 
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128a7¢c4 Revise as follows: 

Hot processed smoked fish shall be brined in such a manner that the 
final salt (sodium chloride) content throughout the finished product 
expressed as the sali content of the water phase shall not be less that that 


specified herein. 


128a7d2 Hot processed smoked fish shall either contain not less than 
34% salt dium chloride) in the water phase thoughout the product and 
Shall be heated by a process that will insure a continuous temperature 
throughout each piece of fish of at least 1g0° F. for at least % hour or shall 
contain not less than 5% salt in the water phase throughout the product 
and be heated by a process that will insure a continuous temperature 
throughout each piece of at least 150° F. for at least % hour, except that 
smoked chub containing sodium nitrite as provided for in 121.1230 of this 


Chapter shall be processed in accordance with that section. 


128a7e3 Revise as follows: 
The finished product shall be cooled to a temperature of 50° F within 
three hours after smoking and further cooled to a temperature of 38° F 


within 12 hours after smokiiug. 


The requirement of cooling the hot fish to 38° F. in three hours 


would require extensive installation of refrigeration equipment in all smoked 


fish plants. The suggested change would permit most of them to operate 
with existing equipment. There seems to be no bacteriological basis for 


the severe cooling requirement. 
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128a7f1 Revise as follows: 


The finished product shall be examined microbiologically with 


sufficient frequency to assure that processing steps and sanitation of 


procedures are adequate. 


ine above would cover the intent with regard to monitoring the 


Sanitation of a smoked fish operation. 
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BELL BUOY CRAB COMPANY 


Quality Sea Foods 


We Specialize in P. O. Box 46 -:- SEASIDE, OREGON 
Fresh and Canned Crabs Phone Area Code 503 REdfield 8-6354 


‘ 


November 13, 1969 


Hearing Clerk 

Dept. of Healt, Education, & Welfare 
Room 5440 ce ps 

330 Independence Ave., >. Ww, 
Washington, “. C. 20201 


Dear Sif: 


We have recently received information’from the Federal 
Register, Vol. 34, No. 204-Thursday, October 23, 1969 pertaining 
to Smoked “ish and Seafood Products. 


We feel that this proposed legislation will put the 
Smaller place that smoke and kipper fish out of business, at. 
least out of the Kippering business. Perhaps the larger Smoke 
Nish places that smoke many tons per day can afford to make 
the proposed changes, but the smaller producers cannot. 

iG is our understanding that some time ago bacillis 
botullinus was found in some white fish that was kippered in 
the Lake Michigan; however we have been kippering for over 
20 years, and after the lake Michigan poison was found, the 
Pure Food and Drug people made inspections of about 15 pounds 
of our kippered fish three times, about three weeks epart, and 
found everything to be 0. K. In fact the Pure Food and Drug 
Administration people have made inspections here all through 
these years without any adverse reports. We do not believe 
that all of these precautions are necessary. 


We will appreciate any action that you can take in this 
matter, 


Yours very truly, 
e we peed cere ee 
CC: Ken Hilderbrand Bell Buoy Crab Co, 
0.S.U, Seafoods “ab. 
250 36th St. 
Astoria, Oregon 97103 
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COOPERATIVE EXTENSION SERVICE 


MARINE ADVISORY PROGRAM 
OSU SEAFOODS LABORATORY 
250 36th St. 

Phone: 325-6138 ASTORIA, OREGON $7103 


November 12, 1969 


Hearing Clerk 

Dept. of Health, Education & Welfare 
Room 5440 

330 Independence Ave., S.W. 
Washington, D.C. 20201 


Dear Sir: 


I would like to comment on the Good Manufacturing Practice proposed by the 
FDA in the October 23, 1969 issue of the Federal Register (Vol. 34, No. 204). 


1. The GMP would not seem to include the "cold #noked" fish products 
which are preserved by salt and low moisture. It would therefore seem 
helpful to give guidelines for differentiating between "cold smoked" and 
"hot process" smoked fish. 


2. The GMP does not clearly exclude "canned" smoked fish (hermetically 
sealed and retorted). The provisions of the GMP are not applicable to 
this product and should therefore specifically exclude fish prepared for 
this purpose. 


3. 128 a.3 — Plants & Grounds. This provision may cause hardship on 
processors at boat unloading docks which are frequently made of wooden 
planks. At these unloading facilities the fish are handled in containers 
and the fish do not contact the wooden surface. 


4. 128 a.7 — Processes & Controls. 

b) The maximum holding period (in a tank) of 1/2 hr. after thaw- 
ing requires a judgement as to when the fish are actually thawed. In 
many cases, due to water temperature and variation in fish size, this 
judgement will be very difficult if not impossible. There is no true 
freezing or melting (thawing) point in a fish. 

c) Presmoking operation: 

. 3) The requirement of "brining" in 30°F. or less "brine" 
would seem to rule out "dry salting" techniques. The use of "dry salting" 
seems to be desireable to certain processors and should not be prohibited 
when minimum salt content requirements can be met. 

d) Heating, cooking, smoking operation: 

. .1)and 2) These requirements for continuous monitoring, re- 
cording, and controlling can not be accomplished in practice. The use of 
a recorder to monitor internal temperature of fish would be subject to 


Agriculture, Home Economics, and 4-H Ciub Work 
Oregon State University, U.S. Department of Agriculture, and Clatsop County, Cooperating 
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Hearing Clerk 
Page 2 
November 12, 1969 


variations in fish size and placement of the thermocouple. One recorder 
with a thermocouple placed properly in the smoke house should suffice. 
The process time and temperature should be designed to insure proper 
heating. More study is needed before specific requirements can be made. 
At this point it might be better to try to set certain minimum performance 
standards for the smoke houses themselves. ‘ 

f) Testing: 

1) As with most small food businesses, most smoked fish pro- 
cessors will not be able to afford the cost of a laboratory facility for 
microbiological testing. This provision seems to put smoked fish processors 
at a disadvantage in many coastal areas where outside services are not 
readily available. Periodic testing and inspection by state and Federal 
agencies should suffice. 


Yours truly, 


eo Wed 


Ken Hilderbrand 
Seafood Technologist 
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DEPARTMENY OF LEALTA, EQUCASION, AND WELFARE 


oR Ff 


FCCD AND DRVC ADMIBISTRATION 


ee re 


i2l CFR PART 1288] 


| ae Ee 
SAM FOODS; CURRENT COOD MANUFACTURING PRACTICE (SANTTATION) Ve fi 
IN MANUFACTURING, PROCESSING, RACKIAG, G2 HOLDING 


PROPOSAL RE SNOKED FISH 


Goservetion in mamked fish processing plants by the Food ind 
Oreg Administration end other tegulatory agencien aince 1963 has 
shown that the smoked fish industry has not consistently adhered 
to manuisctering practices that would ainimize the hazard of Type Z 
botuliem and the risks of food-borne infections in the consumption 
of smoxed fish, 

The Bureau of Comercial Pisheries, Depsertment of the interior, 
has sugseated thar adeauats times end temperatures along with salt 
concentrations have not yet been established for each individual 
epecies smoked other thas smoked chub, The Sureay provided 
Tecomendationa that proposed regulations be limited to plaat 
sanitstion, excluding reference to processing techniques that 
would (1) deal with time-temperature relationships or (2) describe 
ice iii jhe toe a Bape: chub 
accordsncs with the food additive regulation § 121.1238 Sodium 
nitrite used in processing sacked chub (34 7.2. 13659). 
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times, temperaturas, and salt concentrations have not been 
cemmstrated for each individual species of fish preseatly 
smoxed. Much work has been done, however, on the thermal 
destruction of spores of Clostridium botulinua Type EF, and to 
Gate the processing paraseters preseated in the proposal are 
the safest xcown from the standpoint ef preventing outgrowth 
and toxin formation of C. botulinum Type E. it has deen 


established that the public health hazard of ©. botu?inun Type 


E in emoxed fish is not restricted to = single species. Examles 
of species found to coatain spores of C. botulinum Type E are lake 
trout, saloon, black cod (sablefish}, sole, sturgeon, and whitefish. 

The FDA hae been, is, and will continue to be receptive to 
acientizic data that documents adequate processing parameters or 

‘ offers alternate processing paremeters for any individual species 
of smoked fish. Data rust be provided sbowing that the proposed 
processing parametere adequately minimize risks of the public 
health hazard of poiscaing by Type E botulism, 

Currently, the diuietin exists wnereby some processors base 
their meufacturing practices solely oa the appearance and acceptability 
of the finished preduct quality to consumers rather than on any 
specific or controlled processing parameters that would minimize 
the health hazard of C, botulinum Type E or its toxins. 


(page 18 follows) 
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Having considered the foregoing, the Commissioner of Food 


and Drugs proposes the following reoulations satting forth specific 


wanutacturing practice (sanitation) requirements regarding hot 
processed smoked fish, 

Accordingly, pursuant to the provisions of the Federal 
Food, Drug, snd Cosmetic Act (seca, 402(a)(4), 791(a), 52 Stet. 
1346, 1055; 2) U.S.C. 342(3), 371{a)) and under authority celegated 
to the Commissioner (21 CYR 2.120), it is proposed that the 
following new Part 1288 be added to Chapter I of Title 21: 
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PART 12Sa--PIsa AND SEAPOOD PRODUCTS 
SUBPART A--SHO0X29 FISH | 
Sete 


123a.1 Definitions. 


12Sa.2 Current goed minufacturing practice (sanitation). 


128a.3 Plants and grounds. 

1238.4 Equipwent and ntensila. 

328a.5 Sanitary facilities end controls. 
1268.6 ‘Sanitary operations. 


Processes and controls. 


i23a.7 


AUTHORITY: The provisions of thia Part 123a issued under 
secs. 402{a)(4), 7OL(a), 52 Star. 1046, 1055; 22 0.5.0. 342{a) (4), 
371 {a)> 
& l23a.l Dezinitions. 


(a) Saoked fish, As used in this part, the tarm “smoked fish" 


meane any fish that is prepared by treating it with sait (sodium 
chloride) and then subjecting it to the action of suoke from 
burning wood, savdser, or simiiar material. 

(>> Loia muscle. As used in thie part, "Iein muscle” means 
the longitudinal quarter of the great lateral muscle freed from 
skin, scales, visible blood clots, bones, gills, and viscera and 
from the nonatriated part of such muscle, which part is knowa 
enatemicaliy as the median superficial suscle. 


(c) ater phase salt. As used in this part, “seter phase salt“ 
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opans the porcent salts (sodium chloride} in the finished prodscr 

as deterained by the aethod preseribed in the “Official Nethods of 
Analysis of the Association of Agricultural Chemists," 10th Zditica, 
1965, page 273, under paragraph 15.909, miltiplies by 100 and 
divided by the percent salt (sodiua chloride) plus the percent 
moistuxe in the finished product as deterained by the metaod 
preacribed under paresraph 18.006, 

(d) Hot process smoked fish. As used in this pert, “hot 
proces# smoked fian™ means tha finished food prepared by subjecting 
sorma of swoked fish referred te iu paragravh (2) of this section 
tin take bh Seek b0 Tae finished hot process swoked product contains 
not lees than 3 1/2 percent salt (sodiva chicride) in the water 
phase of the loin muscle ag detersined by the methe-s prescribed 
by paragraph (c) of thia section. The food asddttive sodium nitrits 
may be used in scecrdance with the conditions prescribed by § 121-1230 
of this chester. 


$ 128a.2 Current sood menufactering practice (sanitation) - 


(a) The criteria ie Part 129 of this chapter shell apply in 
determining whether the facilities, methods, prectices, and controls 
used for the ainufacture, processing, packing, or holding of Fish 
Sad seafood products are in conformance with and are operated or 
administered in conformity with good manufacturing practice to 
predece, under sanitary conditions, food for husen consumption, 

(>) The criteria in this Subpart A set forth additional 


a ent A en 
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requiremeats for tee hot process smoked “ish industry, 


§ 2238.3 


Plants god growads, 

Unloading platforms sbali be: 

Hade of readily cleansble msterial. 

Equipped with drainage facilities adequate to accomadate 


211 seepage and wash water. 


(>) 


Tae following processes shall be carried ost in seperate 


rooms or facilities, and the interior walls Bepsrating these processes 


sball extend from floor to telling and contain only necessary cpenings 


(such as for conveyors and doorways); 


(2) 


{> 


Receiving or shipping. 

Storage of raw fish. 

Premepicing operations (thaving, dressing, brining, etc.), 
Drying @nd sucking. 

Cooling and packing. 

Storage of final product, 

The product shall be so processed as to prevent contamination 


by exposure to areas invelved in earlier processing steps, refuse, or 


other objectionable areas, 


5 1238.4 Equipment end utensils, 
(a) 

aod other equipment) shalt be made of readily cleansble meterials, 

Metal seama shall be smoothly eoldered, welded, ox bonded, 


(>> 


All food-centact surfaces (tanks, belts, tablea, utensils, 
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torase comparrmment used for the 
product shsil be fitted with of lesser the following: 

(i) Am sutemtic control for regulating temperature. 

(2) An indicating thermometer so installed as to show accurately 
the temperature within tha compartment. 

(3) A recording thermometer so installed as to indicate 


accurately at all times the temperature within the compartment. 


{a} Thermomaters or other temperature meascring devices shall 


have an sceuracy of a2” F. 


€ 228a.5 Sanitary facilities and controls. 

{3} Adzequace hand-washing aad sanitizing tacilities shali be 
located in the processing ream(s) or in one srea casily accossaible 
from the processing roon.{s). 

{b) Readily understandable signa directing employees to wash 
and sanitize their hands after each absence from post of duty shall 
be conspicuously posted in the processing room(s) and elsewhere in 
the plant as conditions require. 

{c) Offal shall be placed in suitable covered containers for 
tomoval at least once a day, or more frequently if necessary, or shail 
be removed by conveyors or chutes. Offal, debris, or refuse from 
any source vhatever shall not be allowed to accumulate in or about 
the plant. 


§ 128a.5 Sanitary operations. 
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{a) Eefore beginning the Say's operation, all utensils and 


Product-contact surfaces of equipmen: to ba used for the Say’ 


3 
eperation shall be rizsed and sanitized, 

(>) Containers used to convey Or store the fish shall not be 
nested or handled in a manner conducive to direct or indirect 


contamination of the contents. 


(c? Adequate measures shall be taken when cleaning and 


sanitizing utensils and Portable equipmest to prevent this Operation 


irom leading to the cosranination of fish or fish products. 


§ 1288.7 Processes and controle, 


(a) Row materials, (1) fresh fish shall be alequately washed 


and inspected to remove ull fish that are filthy, potrid, decomposed, 
bruised, crushed, or otherwise damaged, 

{2} Every lot ef fish that bas been partially processed in 
another plant, includine frozen fish, shall be aiequately inspected, 
and only clean, vholesome fish shall be processed. 


(2) Fresh or partially processed fish ahall be chilled with 


ice or refrigerated to an internal temperature of 8° ?. or below 
then received and shall de maintained at that temperature until the 
fish are to be processed, 

(4) Frosen Fish shall be received and stored at a temperature 
of 0 FE. or below, 


(b} Defrosting of frozen fish. (1) Yrozen fish ghalt be 


dei rosted: 
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(£) In air at 45° F. or below until orher than hard frozen; or 


(ii) In a continuous water overflow thaw tank or Spray system 


o 
using water not greater than 70 F, 


(2) When a thaw tank is used, fish shovld not remain in the 
tank longer than 1/2 hour after they are thawed, 

(3) Yish entering the thaw tanks shall be free of packagins 
material, 

(4) On removal from the thaw tank, fish shall be washed throughly 
with a vigorous water spray. 

{c) Presmoking operation. (1) Hvisceration of fish shall be 
performed with minimas disturbance of iibiaieeel tract contents. 
Removal of viscera shall be complete. 

(2) After the evisceration process, tha fish shall be 
thoroughly washed by means of a continuous epray system, 

(3) All fish shall be brined in a solution that dees not 
exceed 38° F. 

{4} Hot process smoked fish shall be brined in such a wanner 
that the final salt (sodium chloride) content of the loin muscle of : 
the finished product, exprassed as percent in the water phase of 
the loin muscle, shall not be less than 3.5 percent. 

(5) ¥ieh shall be rinsed with fresh water after brining. 

{d) Besting, cooking. gmoking overation. {1) A point-sensitive, 
continuous temperature recording device shall be used to monitor 
both the internsel tewperature of the Fish and the ambient temperature 
within the smokehouse. 
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sh shall be heatad oy a conteclled 


many strategic locations in thea smokehouse as Necvasary te assure a 
continuous temperature throughout each fish of 120° FP. or above for 
& minim of 39 minutes for hot procesa smoked fish, except that 
smoxed chud containing sodiwa nitrite as provided fox in ¢ 121.2270 
of this chapter shail be procassed in acconlanes with that section. 
{e) Packing. (1) The finished product shall be handle? only 


with clown, saniticed hands or gloves. 


{2} Honual manipulation of the finished product shall be hept 
to & minis. ; i 

(2) The finished prodect shatl ba cooled ro “E" 7. or below 
within 5 hours after saodking, and this temperature sali be maintained 
during all oubsequent storage and dietridbytion. 

{4} The shipping containers, retail packages, and shipping records 
shall indiesre by appropriate labeling the parishabla nature of the 
product and shall specify that the product shall be shipped, 
stored, and/or held for sale st 278° Tf. or below uncil conaumed. 

(5) Permanently lesible cede marks shall be Placed en the 
outer layer of every finished product package and master carton. 

Such warks should show at least tho date ofhackins and the plant 
where packed. 

{£} Teering. (1) Thea microbiolagival condition of the 
firm's operation shall be evalusted by the periodic collection 


and analysis of in-line and finished prcocuet samples cowpled with 
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empla~-related inspections. This evaluation should be nade at 
least weekly and more often when problems ars excommtered. 


(2) The f4nished prodvet shall be exeained for sait content 


with sufficient frequency to assure that the required salinity ‘{s 


obtsines in every risk. 


-* aint enti i natin annem 
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Any interested person may, within 30 days from the date 
of publication of this notice in the FEDERAL REGISTER, file 
with the Hearing Clerk, Department of Health, Education, and 
Welfare, Room 5440, 330 Independence Avenue SW., Washington, 
D.C. 20201, written comments (preferably in quintuplicate) 
regarding this proposal. Comments may be accompanied by a 


memorandum or brief in support thereof. 
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COVINGTON & BURLING 
868 SIXTEENTH STREET. N.W. 


WASHINGTON,D.C. 20006 


TELEPHONE : TELETYPE: (202) 965-0673 
1202) 293-3300 CABLE: COVLING 


December 23, 


Mr. Frank Thompson 

Division of Compliance Programs 

Bureau of Foods, Pesticides, and 
Product Safety 

Food and Drug Administration 

200 C Street, S.¥. 

Washington, D.C. 20204 


Dear Mr. Thompson: 


This will confirm, on beha?f of the Naticnal 
Fisheries Institute and the Association of Smoked 
Fish Processors, Inc., the comments made to you and 
the other FDA representatives at the December 15, 
1970 meeting as to the good manufacturing practice 
regulations for smoked and smoke-flavored fish. 

In addition, it includes such supporting material 
as is presently available with respect to the 
industry's proposed changes to these regulations. 


Initially, we refer to the meeting between 
industry representatives and General Delmore and other 
FDA representatives held on April 7, 1970 to discuss 
these regulations. It was the industry's under- 
stending that further meetings would be held between 
technical representatives of the industry and FDA's 
scientific personnel to discuss the processing 
requirements contained in the proposed regulations, 
before final regulations were promulgated. As you 
know, no such meetings were held prior to the 
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promulgation of the final order establishing these 

: regulations. It is the industry's position that 
the present regulations are in need of revision 
and that further discussion at this time still would 
be useful and could lead to regulations which meet 
both industry's capabilities and FDA's public health 
responsibilities. Accordingly, we submit the follcw- 
ing comments. 


I. PRESENT INDUSTRY STATUS 


A. Processing Requirements. On December 1S 
1970, a meeting of the smoked fish industry was held 
to discuss the good manufacturing practice regulations 
for smoked and smoke-flavored fish which became 
effective on December 13, 1970. Technical represen- 
tatives and legal counsel for the National Fisheries 
Institute and the Association of Smoked Fish Processors, 
Inc. advised industry members to comply witn these 
regulations in all possible respects as quickly as 
could be done. Industry members reported that they 
were already working toward achieving compliance 
based on the proposed regulations. They also reported, 
however, that the final regulations contain a number 
of requirements which are impossible to meet and 
should be changed. 


The industry representatives noted particularly 
that the processing requirement of 180 ° F. for 30 
minutes simply could not be met, except for one 
species of fish. They said that FDA observers had 
visited their plants, had attempted to meet this 
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requirement and were unable either to do so or to 
suggest any manner in which the industry could co 

so. In addition, they noted that while certain 
processors had reported in certain instances that 

they had achieved these processing parameters, no 
industry member in fact had been able to produce 
salable smoked fish under conditions in which he 
coolest fish in the smokehouse had reached a _tem- 
perature of 180 ° and held this temperature for a 

full 30 minutes. It also was noted that the industry 
was unaware of any equipment with which they could meet 
the 180 ° -30 minute requirement or come substantially. 
closer to this requirement than was possible with 
existing equipment. Those industry members with 

the most modern yo ogee ts available still are unable 
to meet the 180 -30 minute requirement. 


B. Brining Requirements. Industry representa- 
tives reported that the salt concentration require- 
ments contained in the regulations were difficult to 
meet, both the 3.5 percent concentration and the 5 
percent concentration. They noted that this difficulty 
is accentuated by the requirement in the regulations 


that the brining temperature be ma iope ines 3k 38 ay 
rather than 50 © F. &s recommendea by the industry 


because salt uptake is somewhat better at 50 2's, 
-They also suggested that the requirement for rinsing 
the fish after brining caused a reduction in salt 
content due to leaching of the salt out of the fish 
into the rinse water. 


C. Temperature Recording Requirements. The 
a a eee 
requirements contained in the regulations tor monitoring 
of temperature of toth the smokehouse and the fish, 
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: industry representatives suggested were unworkable. 
Systems for monitoring internal fish temperature 
are not adaptable to the industry's processing 
requirements because the attaching of probes to the 
fish to measure internal temperature prevents normal 
rotation of the fish racks during smoking. 


D. Separate Room Reauirement. Finally, it 
was pointed out that at least one processor was not 
able to meet the mandatory separate room requirement 
contained in Section 128a.3(c). 


II. INDUSTRY PROPOSALS 


A. Processing Reauirements. The industry 
recognizes that ail processing requirements contained - 
in FDA's good manufacturing practice regulations must 
be based on public health considerations. It is 
also recognized that these requirements cannot be reduced 
simply because the industry is unable to meet them. 
Such requirements should, however, be as flexible 
as possible to afford the industry as many alternative 
processing parameters. as can be justified, based on 
public health considerations. 


In this regard, the industry notes that it 
has been well established that a combination of salt 
and sodium nitrite is effective in inhibiting the 
outgrowth of botulism in smoxed fish. As the FDA 
Fact Sheet on "Nitrites, Nitrites and Nitrosamines" 
dated November 25, 1970 states: 


"nitrite serves a particular useful perser- 
vative function by inhibiting the outgrowth 
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of heat sensitized botulinum spores in 
semiperishable products such as smoked 
Pis0 ag 4" 


The effectiveness of the combination of salt and nitrite 
is even more clearly demonstrated in the food additive 
petition upon which 21 C.F.R. Section 121.1230, allow- 
ing the use of sodium nitrite in processing smoked 

chub, is based. The data contained in this petition 
also demonstrate that even the 180 ° -30 minute 
requirement contained in the present regulation is 

not always effective in suppressing outgrowth of 

Type E botulism. Taken as a whole, the data in this 


petition strongly suggest that a combination of salt 
and nitrite is more important than temperature in 
controlling outgrowth of Type E botulism. 


Based on the evidence contained in the smoked 
chub petition, it is recommended that FDA establish 
alternative processing parameters recognizing the 
inhibitory effect of sodium nitrite in all species 
of smoked fish in which this substance may be used. 
Specifically, 21 C.F.R Section 121.1064 allows the 
‘use of sodium nitrite as a preservative and color 
fixative in smoked sable fish and smoked salmon at 
the same level at which this substance is used in 
smoked chub to aid in inhibiting the outgrowth of 
Type E botulinum. Since the data in <he petition 
Submitted with respect to smoked chub strongly 
suggest that this substance also would be effective 
in other species of smoked fish (as is also indicated 
in the FDA Fact Sheet), it is recommended that 2lterna- 
tive processing parameters be established for smoked 
salmon and smoked sable fish containing sodium nitrite. 
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The industry presently does not have data 
indicating the precise processing parameters which 
should be established for smoked salmon and smoked 
sable. This work is being done for the industry 
by the National Marine Fisheries Service and will 
be submitted to FDA as soon as it becomes available. 
in the interim, however, the industry recommends 
that a processing parameter of 150 ° F for 30 minutes 
with 3-1/2 percent salt and between 100 and 200 ppm 
sodium nitrite be established. The data from the 
petition for the use of nitrite in smoked chub 
suggest that these would be workable parameters 
for use in these additional species as well. 


Sodium nitrite presently is not a permitted 
ingredient in smoked whitefish. The National 
Marine Fisheries Service, however, has been engaged 
in experiments establishing the usefulness of this 
substance in whitefish with a view toward submitting 
a petition to establish a food additive regulation 
to permit its use. Industry representatives are 
informed that NMFS has completed the work with 
respect to DMNA on this project, and that the food 
additive petition will be filed in about 30 days. 
This petition, in addition to establishing workable 
processing parameters for smoked whitefish, will 
confirm the effect of sodium nitrite as an inhibitory 
agent against Type E botulinum, and will further 
corroborate the usefulness of this substance in smoked 
sable and smoked salmon, as well as in smoked whitefish. 


As was pointed out by industry representatives 
at the April 7, 1970 meeting, processing reauirements 
for different species of smoked fish simply cannot 
be lumped together. Each species of smoked fish 
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has individual characteristics as to the temperature 
under which it may be processed. We will, therefore, 
discuss the present status of each of the major 
species of smoked fish, noting the temperature con- 
ditions which the industry can meet and the realis- 
tically available processing parameters. 


1. Chub. The industry is able to process 
smoked chub at 150 to 160° F, C.F.R. Section 
121.1230 permits the use of sodium nitrite in this 
species to inhibit Type E botulinum and provides 


workable processing parameters. Since the regulations 
specifically recognize these alternative parameters 
for smoked chub, the processing of this species does 
not present a substantial problem to the industry. 


2. Sable. The industry is able to process 
smoked sable to between 140 and 150° F. OF all 
the species of smoked fish, sable also is the only 
one which can achieve a 5 percent salt concentration 
under normal processing conditions, although with 
difficulty. This provides one possibly workable 
set cf processing parameters for the product (150 
F,. for 86 minutes, 5 percent salt). The recognition 
of an additional set of processing parameters based 
on the use of sodium nitrite with 3.5 percent salt at 
150 ° F. would provide an additional set of processing 
parameters that would alleviate the difficulty in 
reaching the 5 percent salt concentration. 


. Be. Salmon. Smoked salmon can be processed 
to approximately 150 OF, fhe establishment of 
additional processing parameters based on the use of sod- 
dum nitrite (with 3.5 percent salt, 150 ° F. for 30 
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minutes) for this species would alleviate present 
processing difficulties. 


4, Whitefish. Whitefish can be processed to 
approximately 150 to 160 ° F. Work is almost completed 
on a food additive petition to allow the use of sodium 
nitrite in this species. Establishment of processing 
parameters based on the use of sodium nitrite also 
would alleviate processing difficulties as to this 
species. 


5. Sturgeon. Smoked sturgeon is presently the 
: ee es wi 
only. major species of smoked fish which can meet the 
180 ° -30 minute requirement without difficulty. 


B. Brining Requirements. The industry con- 
tinues to recommend that the brine temperature require- 


ment be amended to_allow the use of brine up to 50 ° 
F. rather than 36 ° F. As shown in the work of Weckel 


and Wosje, which was available to FDA at the December 
15, 1970 meeting, an increase in the temperature 

of brine increases the rate of absorption of salt 

into the total edible portion of the fish. The 
difference is not a striking one but in some instances 
may make a difference in whether a processor can 
reach the 3.5 percent and 5 percent salt requirements. 
Thus, so long as the recommended increased temperature 
does not create a serious hazard of Type E botulinum 
outgrowth, it should be allowed. 


Research by Segner, Schmidt and Boltz, 196 
Applied Microbiology 14: 46-54, found outgrowth. 
type E botulinum to be 10 to 12 days at 49 ° F. i 
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one instance and 4 days at 50 ° F. under other conditions. 
Since the outgrowth times observed in these experiments 
were under optimal conditions for the frowth of Type 
E organisms, a considerably longer Outgrowth in time 
Could be expected for fish in a concentrated brine 
Olution. The work of Hobbs, Cann and Wilson, 1969, 
Journal Food Technolory 4: 185-191, confirms the 
segner study. This study showed that in Atlantic 
herring, toxin was first detected in 4 to 7 days at 
50 O° F, In smoked kippers and haddock, toxin’ was 
first detected at 8 and 28 days of incubation 
respectively at 50 ° F, 


All of this material strongly suggests that 
there is little, if any, hazard involved in maintain- 
ing fish in concentrated brine at SO)” fy tor 26a8 


than days. Since the fish in fact are normally 

in the brine for only 12 to 18 hours, the hazard 
involved is minimal, To provide even further safety, 
industry vepresentatives suggested at the December 
15, 1970 meeting that the brined fish be introduced 
into a cool room which would reduce the temperature 
of the fish and brining solution to at least 38 ° 

F. in 12 to 18 hours, “rf the fish are occasionally 
brined fo. longer than 18 hours, this cocling will 
insure continued protection against toxin Production, 


Based on this data, the industry believes 
that a requirement for yee at 50 ° is fully 
justified because of the added salt absorption provided 


and the lack of any demonstrated health hazard, 


- AS to the rinsing requirement after brining, 
it developed during the December 135 2970 meeting 
that FDA interprets this to require merely a spray 
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rinse which will not cause any leaching of salt from 
the fish. So interpreted, the industry has no 
difficulty with this reouirement, 


C. Temperature Recording Requirements. Because 
of the impracticality of reguiring continued monitor- 
ing of internal fish temperature as well as ambient 
oven temperature, industry representatives suggest 
that the regulations be amended to allow the monitoring 
only of ambient coven temperature for any processor 
who develops data showing that the ambient oven 
temperature predicts the internal temperature of the 
fish being smoked in the oven. This would provide 
assurance to FDA that the fish in fact were being pro- 
cessed at the proper temperatures without imposing 
a difficult and unnecessary requirement on the processor. 


D. Separate Room Reauirement. For industry 
members whose present plant layout Cannot be adapted 
to meet the separate room requirement of Section 
128a.3(c), the industry recommends the adoption of a 
"scheduling" alternative to this requirement. This 
would permit a processor who could not adapt his 
plant to the requirements to continue operations so 
long as he carefully avoids the possibility of cross- 
contamination between different processing steps by 
scheduling these steps at different times and adequately 
sanitizing the area between operations. 


III. CONTINUED INDUSTRY EFFORTS 
ee 


The smoked fish industry is making every effort 
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to develop additional data as Quickly as possible, 
Justifying the amendments which it has suggested 

in the regulations. Since much of the work (all 

of the work on sodium nitrite) must be done by 

the National Marine Fisheries Service which presently 
is in the midst of reorganization, such dc simply 
cannot be produced instataneously. The ii mation 
will, however, be produced as expeditiously as 

can be done under the circumstances, and will imme- 
diately be made available to FDA. 


Industry representatives also are ready to meet 
with FDA representatives in the interim to discuss 
further the changes in the regulations proposed 
herein or any other aspect of these Téeculations, if 
FDA believes this would be helpful. The industry 
views compliance with the good manufacturing practice 
regulations as an extremely serious industry-wide 
problem... It will make every effort both to comply 
with the present regulations and to cooperate with 
FDA in instituting necessary changes in the regulations, 


Any FDA comments with respect to the industry's 
proposed changes in the regulations or compliance with 
the present regulations should be addressed to the 
undersigned. 


Yours very truly, 


Vig Litt 


Richard S. Morey 


Counsel for National Fisheries 
Institute 


ional Fisheries 


cc: All interested members of Nati 
ked Fish Processors, 


Institute and Association of Smo! 
inc. 


A-702 


DEFENDANTS' EXH’SIT P - PAGES 83-64 FROM BOOK ENTITLED 
SIXTY FIVE YEARS OF HUMAN BOTULISM IN THE UNITED STATES 
AND CANADA 


[ : ie 


BOYULISM IN THE UNITED STATES AND CANADA 


Total Outoreaks by Year anc by Home- and Commercially-processed Foods 


ear Home Processed & Commercially Canned Unknown Total 


Home Canned Out- 


Bacterio- Bacterio- Bacterio- Bacterio- brealts 


logically logically logically logically 
Proven* Not Proven Proven* Not Proven 


(@) 


3 
3 
2 
6 
6 
3 
7 
i 
T 


e 
oe 


MU FWW NAOAWHMY PWWOrF ND 


rH 


ra) 
COOKO KFORPrFO POOOW NOHFUF WOO090 KrOO0C0O oO 


OrKOC0OO0 ONONO OOOOH KHYOrRPOD NWOOW OrNOrY FH 
NNN OH NYNOO NOrON ON Fre NrONOD ONOFrO (@) 


HIDOLAD VOUAUKY AUNWNW NJUWAO KFPAFFN, KPOrOrH 


OO WO FWeEAE WWeeD 


ra 


Ps Proven by culture and/or fowl or animals 
** Proven from brain tissue of patient 


DEFENDANT'S | 
EXHIBIT © 


f cl ® 


A-703 
DEFENDANTS' EXHIBIT P - PAGES 63-64 FROM BOOK ENTITLED 


SIXTY FIVE YEARS OF HUMAN BOTULISM IN THE UNITED STATES 
eM EN i UNITED STATES 
AND CANADA 


aBis 


Home Processed & Commercially Canned Unitnewn 
Home Canned 


Bacterio- Bacterio- Bacterio- Pacteric- 
logically logically logically logically 
Proven Not Proven Proven Not Proven 


O OWT ONO 
OUI O00 0 
NNMWOY 


a) 
~ 


WIN ARW Mm FOOT 
~ 


AN Fu & 


a) 
ODN9OOrF OCN0O00 KYFOOHO COQ00 oc0O0OrO 


OoO9D000 O0000 020000 CO0090 o20000 


5 
1 
) 
7 
2 
2 
4 
4 
3 
2 
1 
i 
3 
2 
2 
T 
4 
4 
2 
1 


ONNWO NRPRKHND WWWEN WreANWw 


OO -~]bo 


‘TOTALS 


. Ww 
« >CcOo 
CO 
LAY) 


v 


Total Proven: 209] 
n ( 


Total Not Proven (including unknowns): 


A-704 


DEFENDANTS' EXHIBIT P-1 - PAGES 74-76 FROM BOOK ENTITLED 
SIXTY FIVE YEARS OF HUMAN BOTULISM IN_THE UNITED STATES 
a EU MAN BOTULISM I 


AND CANADA 


ia eee 


-74- 


BOTULISM IN THE UNITED STATES AND CANADA 


California 


California 
California 
Colorado 

California 
Washington 


California 


Colorado 
Illinois 


California 
California 
California 
Canada 
Michigan 
Montana 
Ohio 
Wisconsin 


Arizona 
California 
California 
California 
California 
Maine 

New York 
New York 
Tennessee 
Washington 


DUE TO COMMERCIAL FOOD PRODUCTS 


1899 through 1964 


Food Involved 


String Beans 


Clam juice 
String beans 
Clam juice 
Clam juice 


Sausage 

String beans 
Tomato catsup 
Corn 

Olives, minced 
Tuna 

Beets 

Olives 

Olives 

Olives 

Summer sausage 


Beets 

Spinach 
Olives, minced 
Olives, minced 
Olives, ripe 
Ham 

Spinach 
Olives, ripe 
Olives, ripe 
Milk 


Oute- 
breaks 


0 


(@) 
c@) 
0 
(@) 
0 
(9) 
i 
(@) 
(9) 
@) 
i 
(@) 
1 
a 
1 
1 
i 
a 
1 
(9) 
(@) 
1 
1 
2, 
1 
1 
1 
i 
| 


Pe ee ps ps pe 


[= 


Cases Deaths 


~ 
ONKFN FOKrFOWW ONUVUNH MOOD OUND NVNUFHOF DOOWO o0O000 (eo) 


f : DEFENDANT'S & 
: EXHIBIT & fH 
; > re = 


A-705 
DEFENDANTS' EXHIBIT P-1 - PAGES 74-76 FROM BOOK ENTITLED 
SIXTY FIVE YEARS OF HUMAN BOTULISM IN THE UNITED STATES 
AND CANADA 
ee ~f5« 
State 


Focd Involved Out- 


Cases 
breaks 


Deaths 


* From two 


California 
Indiana 


Michigan 
Michigan 
Pennsylvania 
Ohio 

Indiana 


California 
California 
Wyoming 


California 
Colorado 
Ohio 
Wyoming 


Illinois 


California 
California 
Washington 


New York 
California 


Washington 
New York 


California 


Massachusetts 


California 


stools of infant 


Spinach 
Spinach (California 
packed ) 
Spinach 
Spinach 
Olives, ripe 
Spinach 
Spinach (from 
California) 
Olives, ripe 
Olives, ripe 
Olives, ripe 


Sardines 
Spinach 
Sardines 
Meat, potted 


Shallots (Italian) 


Antipasto (Italian) 
Milk (Suspected) 
Sardines, with 
tomato sauce 
Salmon, smoked 
(from red 
Crab (Japanese 
Salmon  socohtc 
Sprats (German 


Clams (Japanese) 


Tuna (suspected) 


Mushroom sauce 
(California) 


O0000 O0O0OKr oO OrHOrFO et pt ps es ~ et ©) HOOOKrHKYeRHY wMeMeé_MO, ht pS ts 


\ 


SPS9C0O00 COOW 0 ONO FO WHrHW NY HPWO NODOFNUN ADNWOW NUWWON BY 


O90000 900K 9 ONOFO KPHOHF # OHO HPLOOFNHN FNNOF NWHNWN Oo 


A-706 


DEFENDANTS' EXHIBIT P-1 - PAGES 74-76 FROM BOOK ENTITLED 
SIXTY FIVE YEARS OF HUMAN BOTULISM IN THE UNITED STATES 
ee te UNITED STATES 
AND CANADA 


1964 


TOTALS 
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Canada 
Kentucky 


Michigan 
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New York 
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Food Involved Out- 
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Liederkranz cheese 
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Pork barbecue, 
glass-packed i 
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White fish, packed 
in vacuum-sealed 
plastic bags 


\ 


Smoked white fish 
in vacuum bags 
Liver paste 
Smoked white fish 
in vacuum bags 
Smoked white fish 
in vacuum bags 
Tuna (from 
California) 
Smoked white fish 
in vacuum bags 
Liver paste (canned 
in Canada 
Smoked white fish 
in vacuum bags 
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INTRODUCTION 


Every once in a while, we read in the daily 
papers that somewhere ir the world there kas been 
an outbreck of botulism. The report usuclly states 
that this is a very rare, but often fatal, type of 
food poisoning. 


If it has occurred in some far away country, tie 
event quickly passes from our mind, but if the 
deaths occur in the United Stctes or Canada, it 
mav leave us with a sense of uneasiness, and we 
make a mental note of the type of food involved. 
If we should happen to be a producer of the same 
type of food as that mentioned in the newspaper 
report, this sense of uneasiness becomes a very 
real thing. 


To the layman there is something sinister and 
mysterious about food poisoning. If’ our friend is 
knocked down by a tram car or shot in the head by 
his neighbour, we can see ond understand the 
reason for his death. We rationalize, and say to 
ourselves: ‘’But that will never happen to me. / 
know enough to keep out of the way of tram cars, 
and | have enough sense not to feud with my neigh- 
bours’’, but it is quite different when it comes to 
food poisoning. This is something that the layman 
seems to be able to neither avoid nor to control. 


The almost panic-like reaction to an outbreak 
of botulism is not merely because of the fact that 
the disease can be fatal. Thousands of people 
are killed each day in automobile accidents and we 
have no secret dread of a car ride. It is the sense 
of the mysterious, the unknown, and the unpredict- 
able that disturbs us. We can rid ourselves of this 
unnecessary fear, and develop a more sensible 
attitude towards botulism, by becoming better 
acquainted with the facts that are involved. That 
is the purpose of this circular. 


Over the last fifty years, food scientists have 
given a great deal of attention to the problem of 
botulism. There are literally thousands of papers, 
published in scientific journals all over the world, 
but this information is not generally available to 
those who are actually involved in the production 
of food products. Even if it was available, much 
of it is written in a language thet cannot be easily 
understood by laymen. It is impossible to sum- 
matize and translate into non-technical language 
all the work that has been done on botulism. An 
attempt has been made here to provide sufficient 
information to enable an intelligent fish plant 
manager to assess the significance of botulism to 


his operctions and to estimate the hazards involved. 
A list of some important scientific pepers on various 
aspects of botulism has been provided for those 
who wish to pursue the subject in grecter detcil. 


The term '’botulism’’ hes its origin in the Letin 
word ‘‘botulus’’ which mecns sausage. There ce 
records showing that ‘’scusage poisoning’’ was 
prevalent in Germeny ot least 250 years azo, leng 
before the time when men had discovered bacteria 
and established their relctionship to the spoilage 
of food and the production of innumerable disecses. 
At this early period, the health authorities believed 
the disease now known as botulism wes caused by 
traces of copper or lecd from the contciners in 
which the meats and other ingredients were -o- 
pared. 

It is interesting to note that almost ail these 
early instances of botulism were the result of 
people consuming prepored or processed mects: 
such as blood sausage. liverwurst or various types 
of salted or pickled mects. Rarely, if ever, were 
fresh meats involved. 

By the middle of the last century, bacteria had 
been discovered and various workers in Europe 
began to theorize thet botulism was in some way 
associated with these microscopic fungi. One 
theory gained considerable acceptance. It was 
known that bacteria and other micro-organisms 
were able to decompose proteins with the formation 
of numerous end-products. Among these was a 
group of compounds including cadaverine, putres- 
cine, muscerine and neurine. Collectively they 
are called the ptomaines. It was shown that these 
disagreeable-smelling compounds were usually 
present in spoiled meats involved in outbreaks of 
botulism. From this arose the idea of ‘'ptomaine 
poisoning’’, which still persists in the minds of 
many people. 


However, in 1895, a Dutch scientist, investi- 
gating an outbreck of botulism caused by pickled 
hem, was able to isolate a specific type of bacteria 
which he described and named Bacillus botulinum 
(the bacillus related to sausage). At first those 
who had accepted the theery of ptomaine poisoning 
were hesitant to switch to some new idea. Slowly, 
however, the evidence and experimental proof 
began to accumulate, demonstrating beyond all 
doubt that botulism’’ was caused by the poison 
produced by the bacteria that had been first iso- 
lated by the Dutch bacteriologist. Later the ‘name 
Bocterium botulinum was changed to Clostridium 
botulinum, which is the name by which this orgau- 
ism is known today. 
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In Europe, where the earlier studies of botulism 
were carried out, most of the outbreaks were shown 
to be the result of eating smoked, salted, spiced 
or pickled meats and fish. Later, occasional in- 
stances of food poisoning, recognized: as botulism, 
begon to occur in Americc. 


Instead of mects, the American outbreaks usu- 
ally resulted from eating canned vegetables that 
had not been properly preserved. In Russia it was 
found that « great many ca$es followed the con- 
sumption of smoked or pickled fish products. 


So far, these various outbreaks of botulism 
were confined to human beings. As our knowledge 
of the subject increased, it was found that many 
birds and animals developed diseases that had 
symptoms quite similar to human botulism; and 
furthermore that they were caused by toxins pro- 


duced by bacteria that were almost identical to 


C. botulinum; and that the birds ond animals ac- 
quired the disease by eating foods contaminated 
with these organisms. 


In this way the picture gradually became more 
and more complicated. Instead of the simple 
‘'saqusage poisoning’’, we have an increasingly 
wide range of foods becoming involved, and we 
know that similar diseases can develop in many 
different birds and cnimals. There was another 
series of observations that added to the complexity. 
Various outbreaks seemed in some way to be tied 
to specific geographic locations. 


In order to clarify this increasingly complex 
Picture of botulism, a tremendous amount of work 
was done in comparing the organisms isolated from 
outbreaks cll over the world. First, the bacterio- 
logist compcred the characteristics of the bacterial 
cultures and came to the conclusion that they 
were all one species, C. botulinum. There were, 
however, some minor differences. Some strains 
weuld break down proteins and others would not: 
but these were not sufficient to divide the cultures 
into separate or different species. 


“uch more important were the studies that 


made on the toxins produced by the different 
strains of C. botulinum. If a small cmount of toxin 
from one culture is injected into a live animal, the 
body of the animal manufactures an antitoxin which 
will neutrelize the toxin. The toxin and antitoxin 
fit together like two pieces of a jigsaw puzzle, and 
when they sare combined the toxin is rendered 
harmless. 


If the toxins from ail the strains of C. botulinum 
were the same, the antitoxin produced by one strain 
should neutralize all the others. Experiments with 


eS AS es Ss 


animals proved this wes not the case. At the 
present time, it is recognized that there are at 
least five types of botulinum toxin, each of which 
produces a specific end different antitoxin when 
injected into animals. These differences are so 
important that the organisms that produce them are 
also classified into five types: C. botulinum A, 


B, C, D, ond E. 


Only three of these Types, A, B and E, produce 
botulism in humans; Type C affects fowl, ducks, 
wild water birds and mink; Type D is confined to 
horses, sheep and cattle. 


A tremendous amount of work has been done 
in trying to determine if there is any pattern of 
geographical distribution associcted with these 
different types of C. botulinum. Because of the 
vast extent of the world’s surface and the uneven 
distribution of the sampling, the picture is not 
complete. At the present time the results suggest 
something like this: 


Type A. Apparently found in small numbers al! 
over the world, wherever analyses have 
been made. In some areas it is more 
prevalent than in others. It is more 
abundant in the soils of the Rocky 
Mountains, tkh2 Pocitic Coast and in 
E:srope. 


Also cosmopolitan, but apparently more 
abundant in central and eastern United 
States and in Europe. 


Found in the United States, Australia 
and South Africa. 


Found chiefly in South Africa. 


Found mainly in the northern parts of our 
hemisphere, including the coastal regions 
of British Columbia, Alaska, Labrador, 
the Baltic area north of Europe, Russia 
and in northern Japan. 


These are generalizations that may well be 
altered when more tests have been taken and more 
information is available. There is one fact, how- 
ever, that is well established: [In one form or 
another, the organisms causing botulism are dis- 
tributed in smoll numbers all over the face of the 
earth, 


Fishery products, in the rare cases where 
botulism is involved, may be the beorers of Types 
A, B, C, or E; but it is generally Type E thet 
most concerns the fishing industry in Conada. 
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Some Importent Characteristics of the Bacteria Causing Botulism 


One aspect of the pivolem of botulism that 
has been under almost continuous study for 70 
years deals with the charccteristics, growth- 
requirements, and other activities of the bacteria 
themselves. It is not necessary to concern our- 
selves with most of the details of these studies. 
They are of interest chiefly to those who are di- 
rectly involved in the diagnosis and control of 
botulism. There are, however, a few general ob- 
servations that can add considerably to our under- 
standing of the problems involved. These are as 
follows: 


Resistant spores 


Unlike most bacteria that infect animals or 
spoil food, C. botulinum belongs to a group of 
organisms that can change from their normal vege- 
table forms into smaller, compact, cyst-like cells 
that are often extremely resistant to heatin: 
drying, irradiation and disinfectants. Once the 
cells have changed inte this dormant, spore stage, 
it requires certain specific conditions to change 
them back again into active, vegetative cells that 
will grow and produce toxin. 


These resistant spores greatly increase the 
difficulty of destroying C. botulinum in foods, or 
disinfecting a plent that has become comtaminated 
with them. They are not destroyed by pcsteuri- 
zction, and may even withstand the temperature of 
boiling water for several hours. The following 
fiqures are frequently quoted as the killing times 
for C. botulinum in dty and in moist heat: 


Sete ass es nen ane cern en NON estan et aD cS ORT NS TE oh EE 


TYPE OF HEAT ' KILLING TIME IN MINUTES 


Moist At 212°F 221°F 230°F 239°F 248°F 


Heat 300-520 40-120 32-90 10-40 4-20 


Dry Hect At 248°F 266°F 24°F 302°F 320°F 333°F 356°F 


120 60 15-60 25 20-25 10-15 5-10 


These figures are only approximations, because 
the spores of the different types of C. botulinum 
are not equally resistant to destruction. Type A 
and 3, for example, are more difficult to destroy 
by heat then Type E. It is also a fact that the 
number of spores present cond the material in which 
they are suspended, will influence the amount of 
heat necessary to destroy these spores. 


It is because of the survival of hect resistant 
spores that improperly home-canned ‘foods have 
been one of the most frequent ccuses of botulism 
in America. Before this was properly understood, 
even the commercic! caonners did not always hect 
their products sufficiently to kill the botulinum 
spores, and many deaths were brought about in 
this way. When the United States canning indusirv 
realized the dergers involved, they changed oz 
modified their processing methods so as to entirely 
eliminate all chances for the survival of this perti- 
cular organism. 


Some foods cen be sterilized by gamma radi- 
ation; but if meat or fish are subjected to enough 
radiation to destroy the spores of C. betulinum, 
the severe treatment would render them quite 
unpalatable. 


It is believed that the natural habitat of all 
types of C. botulinum is in the soil, and that those 
found in the bottom muds of the ocean, and other 
large bodies of water, cre probably washed down 
by the rivers and later distributed by the ocean 
currents. Most species of bacteria thet have their 
origin in terrestrial environments usually do not 
survive very long in the salty water of the sea. 
Here again the spores of C. botulinum come inte 
the picture. It is believed that their resistance 
permits them to survive for very long periods in 
the sea, and to finally settle out in the bottom 
muds. 


In discussions dealing with botulinum spores, 
most of the emphasis is placed on their extreme 
resistance to changes in their environment. In 
addition to this, it might be well to point out that 
spores form from normal vegetative cells only under 
certoin conditions; and later these spores will 
change back to their more donverous vegetative 
forms only under certain specific conditions. The 
significance of this fact to the problem of botulism 
from fishery products will be discussed in a later 
portion of this paper. 


Anoerobic growth 


The next characteristic of C. botulinur is both 
important to understand and difficult to discuss 
in language that a layman can follow. A bacteri- 
ologist will tell you that it belongs to a aroup of 
bacteria that are ‘‘absolute anaerobes’. A proper 
understanding of this term ‘‘anaerobe’’ is ahsolu- 
tely essential if we are to get anywhere in our 
attempt to estimute the potential danger of botulism 
poisoning to the fishing industry. 
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Some people try to simplify the explunation 
by saying that ‘‘aerobes’’ are bacteria that will 
qrow in the presence of cir, and ‘‘onaerobes’’ are 
bacteria that will grow only in the absence of air. 
They illustrate this by saying that aerobic bacteria 
will grow well on the surface of fillets, and that 
anaerobic bacteria will grow in eamned fish that 
have been vacum-packed to exclude cir. Although 
this is essentially true, it is gn incomplete expla- 
nation. F 


For example, if we were to examine a cupful 
of soil taken from the top four or five inches of 
our garden, we would find it teeming with actively 
growing anaerobes; and our garden is certainly 
not enclosed in a vacum-packed can! Or, we might 
have an inch or two of sterile broth in each of four 
uncorked test tubes, and then inoculate them with 
anaerobes. The result will be little or no growth 
‘of the bacteria in the broth. Now let us try a few 
simple experiments with these four tubes. The 
first we will leave untouched as a control; to the 
second we will add a drop of broth containing some 
aerobic bacteria; to the third we will add about 
0.1% of a chemical called ‘sodium thioglycolate’’; 
to the lest tube we wil! add a few small pieces of 
sterile liver tissue. After a day or so, if we exa- 
mine the four tubes, we will find no growth in the 
first, but the anaerobes will be growing merrily in 
the three other tubes, and they are all open test 
tubes, exposed to the atmosphere at the surface! 
It is obvious that it is not always essential to 
have anaerobes in a vacum-pack, sealed container 
before-they will grow. 


We can even reverse this experiment. Suppose 
our tubes containing the broth are evacuated and 
seciled so thet no air can get in them. The ana- 
erobes would flourish. If before sealing the tubes 
we cided some sodium nitrite, or other so-called 
"foxidizing agents’’, the growth of the anaerobic 
bacteria would be very much retarded or might be 
stopped altogether. 


In other words, although the removal of air 
is cn important contributing factor for making condi- 
tions suitable for the qrowth of anaerobic bacteria, 
it is net absolutely essential. They can grow in 
open containers in which certain other types of 
bacteria are already growing; or to which certain 
reducing agents have been added; or to which 
certain types of plant or animal tissues have been 
added. If they are already in containers from which 
the air has been removed their growth can be stopped 
or retarded by the addition of certain oxidizing 
agents. 


During the last 25 years we in the fishing 
industry have gradually become accustomed to 
measuring acidity ond alkalinity in terms of the 
PH sccle. We know that pH values above 7.0 are 
increasingly alkcline and below 7.0 increasingly 
acid. Chemists have also devised a somewhat 
similar scale for measuring oxidizing and reducing 
conditions in foods and other materials. These cre 
called ‘‘Eh’’ values. We are getting a little necrer 
the truth if we say that aerobes are bacteria that 
can initiate qrowth in materials that have a relati- 
vely high Eh value, and aaerobes cre bacteria 
that will only start growing when the Eh value has 
been reduced below a certain point. Removing the 
air reduces the Eh value; so does the addition of 
many kinds of reducing agents. Letting air back 
into an evacuated can raises the Eh value, so also 
does the addition of oxidizing agents. 


In all foods, in the soil, end in almost all 
biological environments there are innumerable oxi- 
dizing and reducing compounds which counter-poise 
and react with each other. Under a given set of 
conditions, these opposing forces set up an equili- 
brium, giving us an Eh value. Change the condi- 
tions and the Eh value changes. Oxygen is one, 
but only one, of the stronger oxidizing agents which 
strives always to raise the Eh. What we must 
tecognize is that in addition to oxygen there are 
many other factors that can raise or lower the Eh 
value. 


Whether or not C. botulinum grows in a food 
and produces toxin, and whether or not dormant 
spores change back into the dangerous, toxin- 
producing vegetative cells, is dependent upon the 
Eh value of the material in which they are lodged. 
It must be a relatively low value to start them 
growing. From this it is obvious why canned goods 
and materials that are packed in a vacum, in plastic 
containers, pose particularly serious problems for 
those concerned with preventing botulism. It is 
not so generally realized that, in the absence of 
a vacum, certain other types of bacteria growing in 
a food may also produce conditions that will permit 
the growth of C. botulinum and the germination’ of 
its dormant spores. This is the reason why various 
types of pickled or fermented fish products, and 
Particularly those to which vegetable products 
have been added, are occasionally the cause of 
outbreaks of botulism. You will remember that in 
the early history of ‘’squsage poisoning’’ it was 
never the fresh meat, but always the processed or 
pickled products that caused the trouble. 
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Botuiinum toxin 


This is the most poisonous substance known to 
exist in nature. It has been calculated that 15 or 20 
arams of pure toxin is sufficient to kill all the 
people in the world today. This rather qruesome 
thought is not a fiqment of the imagination of some 
writer of science fiction. It is a sobering fact that, 
"During the studies on bacterial warfare between 
1942 and 1944, crystclline toxin was produced in 
quantities. It is somewhat disconcerting to contem- 
plate the effects of introducing the toxin, by air, into 
the food and water supply of an enemy’’. (Quoted 
from pace 502 of the 12th edition of Zinssers 
'"Gcrobiology', published in New York in 1950). 


It is understandable, therefore, why the hio- 
chemists have spent so much time in the study. of 
this most extraordinary substance and why the 
vhysiologists have made a corresponding effort to 
understand its powerful action on the bodies of men 
and conimals. It is now known that botulinum toxin 
is a protein, and that it acts in a manner similar 
to many of the enzymes that normally control the 
chemistry of our body. It apparently interferes with 
the release of acetylcholine, a compound found in 
the nerve cells which is requfred in the ‘‘sending 
of messages’’ throuch the nervous system. The 
result of its action is to cause poralys.is of the 
muscles involved in respiration, which, if untreated, 
usually results in death. 


It is now possible to produce mititoxins by 
injecting a ‘'weakened’’ toxin into susceptible 
animals. If injected early enough, treatment by 
antitoxin will greatly reduce the seriousness of the 
poisoning. Unfortunately, it often happens that by 
the time the symptoms have been recognized it 
is too late for the antitoxin to be of much help. 


As stated previously, the toxins from each of 
the different types (A, 3, C, D, and E) of C. botu- 
linum are not alike. They are neutralized by dif- 
ferent antitoxins and they have certain other char- 
acteristics in which they differ from each other. 


Unlike the spores of C. botulinum, the toxins 
are readily destroyed by heat. The exact amount 
of heat required varies among the different types. 
The toxin from Type A, for example, requires more 
heat for its destruction than the toxin from Type 
E. However, boilino for five minutes, or heating 
to 176°F (80°C) for 30 minutes, is sufficient to 
destroy the toxins from all types. It is important 


to realize that even though the toxins are destroyed 


by five minutes boiling, the spores are not. If such 
food is left standing, the spores may germinate 
and fresh amounts of toxin will be formed. 


Prolonged exposure to direct sunlicht and 
prolonged exposure tc air will cause the toxins to 
deteriorcte. The texicity is also destroyed or 
reduced by alcohol, formaldehyde end free chlorine. 
It is interesting to note that in some cutbrecks of 
botulism ccused b 


y food served at banquets, those 
who hed pertcken of considerable amounts of strong 
alcoholic beverczses before consuming the ccn- 
taminated food were unaffected, while the temper- 


ance advocctes ended up in the grave. 


In some cases, narticularly with Type =, the 


toxin is sometimes formed in a relatively inactive 
bd 


state, but if this toxin with relatively low potency, 
is acted upon by trypsin (a dicestive enzyme thet 
splits proteins) it may increase its toxicity many 
thousandifold. 


Much more has been learned about ese toxins 
than can be recorded in an article of this type an? 
it is reassuring to know thet this work continues. 
One point we must always remember: Eotulinus 
toxin is something not to be token lightly. It is 
the most potent poison known and generally results 
in an agonizing death for its victims. 


Effect of other micro-organisms 


In most experimental work, very special efforts 
are made to grow the cells of C. botulinum as pure 
cultures. This mecns that all other species of 
bacteria, as well cs yeasts, moulds and other 
microscopic organisms, have been excluded. The 
toxins for experimental work are also produced 
under conditions where other micro-organisms have 
been excluded. Under ordinary conditions, where 
C. botulinum causes an outbreak of food poisoning 
in commercial or in home-produced foods, the crowth 
of the bacteria and the accumulation of the toxin 
may be accompanied by the simultaneous growth 
and activity of many other species of bacteria. In 
the soil, in the sea bottom, od in other natural 
habitats of C. botulinum, the cells of these organ- 
isms will be even more widely interspersed with 
other types of miscroscopic life. It is of extreme 
importance, therefore, to know something of the 
effect of other bacteria on the growth and toxicity 
of these orqamisms. 


This is a field in which relatively little work 
has been done, but the results that ore available 
are extremely interesting. 


Type C botulism affects birds, cousing ‘‘limber- 
neck!’ in chickens and similar diseases in ducks 
and other water fowl. It has been frequently iso- 
lated from the western marshes where wild ducks 
breed, and has been shown to be the cause of 
widespread mortalities amonq these birds. In 
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experiments carried out by workers in the U.S. 
Fish and Wildlife Service, it was found thet C. 
botulinum Type C would not grow in open tubes of 
nutrient broth or in open pans containing common 
marsh vegetation. Where a culture of Pseudomonas 
aeruginosa was added, the organism grew and c« 
virulent toxin was found. (Ps. aeruginosa is on 
organism commonly isolated from fresh water lakes 
end rivers and was shown to be abundant in the 
areas where the ducks were being poisoned). A 
similar experiment was tried by adding Escherichie 
coli with the C. botulinum in broth and marsh plants. 
Not only did the cnaerobes fail to grow and produce 
toxin, but further experiments indicated that EF. 
coli acvually destroyed the toxin. In other experi- 
ments these same workers cane across four other 
species of bacteria which destroyed the botul’aum 
toxin in broth cultures at room temperature. 


Algae and other green plants produce oxygen 
when growing in water. This helps prevent the 
production of the anaerobic conditions necessary 
for the growth of C. botulinum. In these same duck 
marshes, it was found that in areas where the 
qreen plants were growing vigorously, the oxyaen 
content was high and C. botulinum failed to crow. 
In creas where the plants had died, the oxygen 
content was depleted and the toxin forming bacteria 
feveloped rapidly. It was possible to make a 
significant reduction in prevalence of 'duck- 
sickness’’ merely by removing the rotting vegetation 
from the bottom of the marshes. 


Although these observations were made on one 
of the types of botulism that is of more interest 
to those workers in wild life conservation than. in 
fisheries, they do point out how complex the problem 
can become when one leaves the controlled experi- 
ments with pure cultures in the laboratory and 
comes in direct contact with conditions as they 
exist in nature. 


Other experimenters have found that E. coli, 
Aerobocter oerogenes and Protevs vulgaris (orqan- 
isms which are commonly found in the intestinal 
tract or associated with sewage pollution) were 
adle to destroy botulinum toxin. Streptococcus 
feeiz:s and Lactohociilus casei, bacteria that are 
commonly found in milk and cheese, were also 
shown to have a detoxifying action. Sacillus 
subtilis, one of the most widely dispersed aerobic 
spore-forming bacteria in nature, even more rapidly 
destroyed the toxin of C. botulinum, 


It is not at all improbable that. statements 
reqarding the effect of other bacteria on the growth 
and toxin of C. botulinum will have to be changed 
or modified whe. different e.rains and types of 


9 


this organism are involved; but we should not lose 
sight of the fact that in nature there cre many 
other organisms that will help prevent the growth 
and toxicity of C, botulinum, as well as some that 
will encourage it. This should not be unexpected 
in light of the experience we have had with anti- 
bioctics in controlling the growth and activity of 
so many pathogenic bacteria. 


Effect of salt, temperature and acidity on growth 
and toxin production 


All general statements regarding the lowest 
temperatures, salt concentrations, or pH values 
permitting the growth o C. botulinum must be taken 
with considerable caution. First, because the 
different types of ©. botulinum are not al! equally 
effected by these fec'ors. Second, because these 
factors are inter-related. For example, if the tem- 
perature ct which a food is held is lowered, a 
smaller concentration of salt is required to suppress 
growth of C. botulinum. Other environmental condi- 
tions, the character of the food, and the type of the 
organism, must all be taken into consideration. 


In spite of these statements there cre some 
general observations that can be helpful. 


C. botulinum Type E can grow ond produce 
toxin at a considerably lower temperature then the 
other types which affect human .beings. Where 
other conditions are favourable for growth, the 
temperature must be lowered below 39°F (4°C) to 
completely suppress Type E. Types A and B are 
checked at temperatures below 50°F (10°C). Rapid 
growth for all types occurs between 68°F (20°C) 
and 86°F (30°C). Increosing the temperature to 
98°F (37°C) checks the growth of Type E, but not 
A and B. At 122°F (50°C) ad above, growth and 
toxin production of all types are stopped. ‘ Repeated 
freezing has very little destructive action on the 
botulinum toxins. 


In general, these organisms grow better in 
alkaline than in acid foods. Some workers have 
stated that the limiting values are pH 5 and 12, 
with optimum growth at pH 9. Others have shown 
that in certain foods, growth may occur at pH values 
as low as 4.5; and there is at least one record of 
C. botulinum growing at a pH value below 4. Q where 
it was accompanied by an actively growing yeast. 


There are conflicting reports concerning the 
effects of sodium chloride on the growth of C. 
botulinum. Again, it is probable that these apparent 
contradictions result from experiments carried out 
with different types of C. botulinum growing in 
entirely different types of food. It would appec:, 
however, thot salt concentrations between 6 and 
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10% inkibit their growth under most conditions; 
occasioncily they are not completely inhibited by 
10%. The addition of sodium nitrite with sodium 
chloride greatly improves the growth-inhibiting 
action of salt. 


Distribution of Clostridium 


Botulinum in Nature 


Although we usually associate C._ botulinum 
with various food products, these ore not its normal 
habitat. Investigations carried out for more than 
half a century indicate that in small numbers these 
organisms are widely distributed all over the world, 
and their natural habitat is the soil. From the 
soil they are carried down by streams ond rivers 
end may settle out in the muddy sediments at the 
bottems of Ickes and oceans. 


Occasionally, in nature, conditions may arise 
which are particularly favourable for growth, and 
then, instead of being sparsely distributed, the 
cells and spores become very numerous. This is 
what sometimes occurs in the denad vegetable 
material in the bottom of certain western duck 
marshes. It may also occur when fish or animal 
flesh is left to decompose in the soil. Of course 
this is what occurs very occasionally when the 
spores of C. botulinum get into certain types of 
semned foods or fermented food products. In all 
these instances it is believed that the organisms 
come originally from the soil 


This rcises some very interesting questions 
that so for have not been answered. Why, for 
instence, are ine cells of C. botulinum so sparsely 
distributed in the soil? Why don’t they multiply 
and become among the most numerous of the ana- 
eroves normally found in enormous numbers in 
most soils? They are.widespread over the face 
of the earth, ond they produce the most potent 
peison known to man, yet they appcrently never 
make the soil toxic. We never hesitate to drink 
water that continuously permeates through the 
soil; in fact, one of the most efficient methods 
of purifying water is to pass it through hacteria- 
laden soil. 


Some people have tried to explain the relative 
sparsity of this organism in the soii on the basis 
of its strict onaerobic requirements. If this was 
the case, it should apply also to other soil ana- 
erobes which core present in the soil in large 
numbers. 


The numerous surveys that have been carried 
out indicate that the 5 or 6 recognized types of 
C. botulinum are not evenly distributed in soils 
all over the world. Scme types cre much more 


iA 
awe 
abundant in one seccrephic crea then in another. 


One of the most important recent discoveries 
in this field is thet Type E is by far the most 
abundant in mud scnples that have been examined 
from the bottoms of harbours, lakes and ocecns. 
It is of special interest to our fishing industry to 
learn that the speres of Type E appear to be most 
abundant in the more northern waters of our hemi- 
sphere, and in the soil of adjacent lend creas. 
Tests have been made on muds from the sea bcitom 
off the coasts of British Columbia, Alaska, the 
Yukon, Leabreder, the Scandinavian countries, 
Russia, and Japm have almost invariably shown 
Type E to be present. The following is a summary 
of some work that was carried out in the Baltic 
area: '’Some of the more recent investigations in the 
Seandinaviem countries have indicated a rather high 
incidence of C. botulinum Type E. About 84% 
of mud samples taken from the harbour of Copen- 
hagen and 26% of soil scmples taken from the 
adjacent city park contained the spores of Type 
E. This organism was also found in 50% or more 
of the marine muds taken close to the coast of 
southern Sweden. Soil samples ‘rom the cdjacent 
land areas showed an equal or even greater in- 
cidence. of C. botulinum Type E. It is suggested 
that the presence of this organism in the marine 
sediments is due to the fairly lerge quantities of 
soil which cre washed down to the sea by rainfall 
ond other precipitation’’. A very similar picture 
comes from Dr. C.E. Dolman, on our own West 
Coast, and from other workers in Russia ad Japa. 


The very real significance of these findings 
becomes evident when it is further learned that of 
the 48 recorded outbreaks of botulism in the whole 
world caused by Type E (up to 1962), 47 of them 
were shown to be caused by the consumption of 
fish or other sea food. 


Other surveys have shown that C. botulinum 
Type E is found occasionally in the intestinal 
contents of both freshwater and marine fish. 


lc should be pointed out that the soil surfaces 
of the ecrth and the sediments at the bottom of 
our freshwater lakes ond oceans cover on enormous 
area. The tests that have been carried out so 
far are the work of a mere handful of investigators. 
There ore vast areas that remain to be explored. 
We know relatively nothing conceming the dis- 
tribution of C. botulinum in many of the most im- 
portant fishing areas of Canada. 
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Outbreak of Botulism in Humans 


In the United States and Canada Between 1899 and 194] 


Dr. K.F. Meyer. an outstanding authority on this 
disease, hus collected information on all the re- 
ported outbreaks of botulism in humans in the United 
States and Canada curing the 40 year period between 
1899 and 1941. Of a total of 359 outbreaks there 
were ouly 2 in Canada. ¥ 


It is interesting to see the proportion of the 
different types of food that are involved. 


—— eee 


TYPE OF FOOD NO. OF OUTBREAKS] PERCENTAGE 


Fruit ond Vegetables 
Mects 

Fish ond Seafoods 
Doiry Products 


Unidentified Foods 


We ore interested chiefly in the 24 outbreaks 
caused by fishery products. What were the fish 
and how were they prepared? They were mostly 
home-canned salmon, tuna, clams and sardines. 
There were also a few from commercial packs: one 
each of salmon, tuna and erab, and four of clams 


and three of sa.tines. In addition, there were 
three from salted or pickled fish and two simply 
reported as '‘herring’’ and 'sprats!’, During this 
40 year period there was not a single report of 
botulism caused by eating fresh, frozen, or smoked 
fishery products. 


When consideration is given to the many 
thousands of millions of pounds of fish that were 
consumed in the United States and Canada between 
1893 end 1941, it becomes evident that the prob- 
ability of any particular individual being affected 
by botulism from fishery products during this 40 
yecr period was extremely small. If the improperly 
prepared home-canned fish were excluded, the 
chances would have been even less. 


From the standpoint of those interested in the - 


study of botulism, the really fascinating problem 
is not the two dozen outbreaks that did occur from 
fishery products during this 40 year period, but 
rather, why were there not a great many more? 
What good angel keeps the spores of C. hotulinum 
from germinating and producing their deadly toxin 
in our endless tons of smoked, salted, marinated 
ond otherwise processed fish, and why the entire 
absence of botulism from fresh fish during this 
same 40 year period? 


Outbreaks of Botulism from Pishery Preducts 
In Canada Between 1899 and 1964 


From the previous section it is seen that Dr. 
Meyer found records of only two outhreaks of 
botulism in Cama? between 1899 ond 194]. It ‘s 
vety probable that during the earlier Periods ‘ae 
tecords were not complete and thst there may have 
been a few more than the number reported. There 
gre much better records for the two decades follow- 
ing 1940. These have been summarized hy Dr. 
Dolmen, of the University of British Columbia, 
who is the outstanding authority on botulism in 
Canzcda at the present time. During this period 
there were eicht cases caused by fishe-y products 
and seven from people ecting the flesh of sea 
mammals, mostly seal and whale meat. 


Aagin it is interesting to see what kind of 
products were involved and how they were pro- 
cessed. These outbreaks were mostly from home- 
processed products: home-canned salmon, home- 


pickled herring ond home-pickled trout. There 
was another outbreak from ’’salted Holland herring’’. 
All the remaining outbreaks were among Indians 
and Eskimos who had eaten salmon eggs, whale 
meat, seal flippers and other delicacies that were 
produced and stored under grossly unsanitary 
conditions. In other words, between 1940 and 
1961 there were no outbreaks of botulism in Canada 
resulting from commercial fish cavght in Canadian 
waters and processed in Canadian plants. 


These records have been brought up to date 
by a recent statement by the Minister of Fisheries 
in the House of Commons. On October 30, 1963, 
he reported that during the past three years there 
had been no outbreaks of botulism in Canada 
resulting from the consumption of commercial 
fisheries products. 
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Botulism From Fisheries Products in Other Countries 


To the consumers of commerciclly produced 
fishery products in Canada the problem of botulism 
is almost non-existent. What is the record for 
some of the other fish producing countries in the 
world? 


In Great Britain there was only one case of 
botulism between 1935 and 1962 and this involved 
pickled fish. In the Scandinavian countries (Den- 
mark, Norway and Sweden), there were 30 cases 
between 1901 and 1946 and these all involved 
various types of ‘‘processed’’ fishery products. 


In Russia there have been mony cases of 
botulism attributed to fishery products. In almost 
all instances where records were available, it 
has been ''processed’’ fish that was involved, 
including smoked or salted herring, salmon, stur- 
geon, caviar, or marinated or fermented products — 
all eaten uncooked. 


In Japon between 1951 and 1956 there were 
22 outbrecks of botulism ceused by fishery pro- 
ducts. In every instance Type E was involved. 
Most of these were from one perticuler prod 
'izoshi!!, prepared from raw fish, cooked ond 
malted rice, ciced vegetables, vinegor, salt ond 
spices, ad cliewed to ferment for 3 or 4 weens 
before being esten. 


Wherever fish is eaten in our Northem Hem's- 
phere, the picture is much the same. Fresh or 
frozen products cre never involved. The E type 
of C. botulinum is almost invariably the responsi 
ble organism oud the outbreaks ce confin 
classes of products. 


(a) Improperly canned products (home-canninq). 


(b) Grossly centeminated products thet have 
undergone pertial decomposition (eaten 
by Indians ond Eskimos). 


(c) Fermented or pickled products that are 
eaten uncooked. 


Observations on Recent Outbreaks in the United States 


In the past few years there have been several 
outbreaks of botulism from fishery products in 
the United States. Some of these involved conned 
fish, but the most publicity was given to outbreaks 
tesulting from smoked ‘fish. There were nine 
deaths and a number-of non-fatal cases from the 
smoked fish. 


As might be expected, these deaths alarmed 
the public health authorities in both the United 
States and Canada. Quite richtly, steps have 
been taken to try to prevent ‘urther outbreaks 
from these products. Everything possible should 
be done to stamp out the remotest chance of this 
very serious type of food poisoning. There is no 
question about that. 


Unfortunctely, however, the publicity sur- 
rounding these recent cases has tended to over- 
emphasize some aspects of the problem and to 
almost ignore others that are equally important. 
Let us illustrate this by recounting something 
that happened at an interrational meeting of food 
bacteriologists a number of years ago. A wiry 
capable and well trained scientist read a paper 
dealing with C. botulinum that had been isolated 
from certain fishery products, including fish paste 
and canned pickled anchovies. The paper con- 
tained accounts of the type of toxin that was 


involved, the resistance of the spores to heat 
end the concentration of common salt required 
to suppress growth and toxin formation. There 
was little or nothing about the fish products them- 
selves. After the paper had been read there was 
a question from someone in the audience: ‘’Can 
the author tell us how the anchovies were pre- 
pared?’ And the answer was: ‘’They were not 
gutted and hed clearly been badly prepared.’ He 
stcted further, as a result of questioning, that 
these. badly prepared canned anchovies had not 
been heated. 


This scientist, speaking to other scientists, 
was principally interested in the characteristics 
of the bacteria and the toxin which he hud froleted. 
incidentally, from some ‘‘canned anchovies pre- 
served in curing brine’’. Until someone who was 
interested in uther cspects of the problem started 
asking . questions, he did not consider it worth- 
while to say thot the fish were infected, badly 
prepared, and that they were not heat processed. 
In fact, he finished his comments by saying: ‘‘The 
mere presence of the growth in the product proved 
that it was badly prepared.’ 


Most scientists who investigate outbreaks of 
food poisoning are primcrily interested in saving 
the lives of the poisoned persons who have eaten 
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the suspected food. It ‘is essential that they 
identify the organisms ond the type of toxin as 
rapidly as possible. Quite often they are not in 
a position to say very much about the food and 
how it had been prepared. This is unfortunate, 
because in the minds of mos! lay people all foods 
of the type involved are condemned or held sus- 
pect. They are not in a position to realize that 
it is not the food product that is ,to blame, but the 
stoss carelessness of those who produced it, 
and that c hundred other foods treated in the same 
manner could have been ecually dangerous. 


To aet back to the recent outbreaks in the 
United States, what ure the facts? 


In the case of the canned fish, it is known 
otter heat treatment the cans were cooled by 
them in water that was contaminated 
of C. botulinum. This, of course, is 
If there is my weakness in }f 

. the vacum in the cans caused by ropidf 
will cause them to suck in small amounts& 
of the cooling water. Modern canning procedurefl 
tequires thst the cooling water should be trectedf 
to render it sterile. 
I super-pressure 


the seams 
cooling 


‘ 
a 


retort. This equalizes the pres- 
sure between the interior of the can amd the in- 
terior of the retort, both during the sterilization 
oling of the cans and resu!ts in less strain 
seams during cooking and less chance of 


in contaminated water 


e of the smoked fish, much has 
the fact that this fish was in vacum 
containers. It is quite probable 
ditions are favourcble, this type 
would encourage the srowth of C. 
There is another aspect, however, that 
nut has not been sufficiently emphasized. 
ing of meat or fish, as originally carried cut, 
method of p-eservation. In modern 
smoxers the fish are first dyed to 
"'smokel-fish appearance’! and 
kei to produce the smoke+t-fist 
perishable ond requires 
for its proper presery 
reclize this and 
was the old-tv: 
re result is that smo 
among the most mishandled of our fishery products. 
Usually the strong odours and 
characteristic of the 


res close 
ge rat fish 

mpi to handle 

, heavily-smoked 


ced fish is usually 


flavours that are 
smokeitish products are 
enough to mask the erly stages of deterioration 
that often takes place. 
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Even better would be to use. 


EXHIBIT( [> 


It has been reported that some of the smoked 
fish suspected of causing botulism was actually 


stored for several deys at temperatures close to 
100°F, 


It was not the smoked fish that was at fault, 
mor can the method of packaging be held chiefly 
responsible; it was the careless way in which the 
fish was handled and stored. 


CONCLUSIONS 


The cuthor of this review does not wish to 
underestimate the very real danger of Clostridium 
botulinum once it has got into a food, grown and 
produced its toxin. It does seem sensible, how- 
ever, to point out that in spite of the widespread 
distribution of C. botulinum in neture, the occur- 
rence of botulism from fishery products in Camada 
has beer. confined to a few dozen outbreaks in 
more than 60 years in which records have been 
kept. Furthermore, if we eliminate the improperly 
processed home-canned products, and the grossly 
contaminaied ond partially decomposed products 
consumed by our primitive peoples in the North, 
the few dozen instances shrink almost to nothing. 


Surely there is something to be learned from 
this! The experience from the thousends of 
millions ef pounds of commercial fish that have 
been produced in Canada since*1990 indicate that 
the chances of these organisms growing and 
producing their toxin in properly processed and 
properly stored fishery products is fantastically 
small. We need no new 'breakthrough’’ in scien- 
tific investigation to eliminate botulism from 
fishery products in Canada. We need only to 
apply the knowledge that is already at hand. 

Several decades ago the problem of botulism 
presented the canning industry with a fer more 
serious problem than that faced by the fishing 
industry.today. The canning industry rose to the 
occasion. They first learned the necessary facts 
ond then they reorganized their methods of pro- 
cessing so as to entirely eliminate this danger. 


The fishing industry con do the same. It 
is necessary to replace ignorance and fear with 
the facts that are already available. They -will 
find out that the same precautions necessary to 
eliminate botulism will also eliminate other less 
serious types of food poisoning and at the same 
time bring to their customers fresher, better tasting 
products. 

In Canada, every outbreak of botulism from 
fishery products has had a history of fish that 
had been poorly processed or grossly mishandled. 
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PURPA LIE MOIS GCL 1 GR PTD PAL IPP LE DELS COPE LED IGE 1 OCI, 


UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 


-against- 76 ¢ 647 
sMEMORANDUM INCORPORATING 
NOVA SCOTIA FOOD PRODUCTS FINDINGS of FACT 
CORP., DAVID SKLAR and and ORDER 
EMANUEL SKLAR, 
Defendants 
-and- 


NATIONAL FISHERIES INSTITUTE, 
intervenor. 
Appearances: 


DAVID W. McMORROW, Esq. (DAVID G. TRAGER, Esc. 
United States Attorney, RICHARD A. MERRILL, 
Esq., Chief Counsel, FORREST Tf. PATERSON, Ese., 
Associate Chie= Counsel. and ARNOLD I. FRTFENR, 

- Esq. Assistant Cnief Counsel, UNITED STATES 
FOOD and DRUG ADMINISTRATION, of Counsel) for 
the Government 


So ee ee a Sei eRe tne nh ene em wim sn! nn een eennenenene 


JOSEPH H. EINST yee and RICHARD S. MOREY, 
Esq. (Messr I i, BRODSKY, BOHLINGER, 
BENETAR INAORN, and Messrs. KLEINFELD, 

-R, Of Counsel) attorneys for 


= 


for intervenor 


a canes taaetheeeenenieneaetonepnnmeenameammneannenemnnsitaeniinemeete aimatsheseananieadenee aioe 


DOOLING, D.uJ. 


The action was commenced on April 7, 1976, in sub- 


stance to compel the defendants to comply with the Current 


one se ee eat = gan nent 


Good Manufacturing Practice (Sanitation) regulations (21 


C.F.R. §§ 128(a).1 to 128 (a).7) by preliminarily and 


permanently enjoining defendants from processing hot 
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2s 
fish unless and until their manufacturing practices are 


brought into conformity with the Current Good Manufacturing 
Practice (Sanitation) regulations. 

Defendants are engaged in Brooklyn in the business 
of receiving in interstate commerce frozen or iced white 
fish which are processed by defendants, that is, they are 
brined, smoked and cooked. The white fish are then held “ 

| distribution and distributed to stores as smoked white fish. 
The Food and Drug Administration inspectors made inspection 
of defendants’ plant in July 1975 and again in February 
1976, and on each occasion they found that defendants were | 


not processing the smoxed white fish in accordance with thel 


regulations, primarily in that the process did not meet the 
| 
| heat and brining requirements of 21 C.P.R. § 128a.7(c) (4), 


: 
| 
{ 
| 
| 
: 
: 
| 
| 
! 
! 


(ad) (2). Specifically the regulations required oven "cooking" 
the white fish at 180°F. for 30 minutes if the salinity of 
the fish was at 3.5% .or at 150°F. for 30 minutes if the 
salinity was at 5%. There is no real dispute as to the 

facts of defendant's practice. The defendant did not heat 
the fish at 180°F. for a half hour nor did the salinity of 
the fish reach the 3.5% level. 


The applicable portion of the regulation not 


Ce ee errs 


ee ee eR le a ae eee cee 


owe 


bi 
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complied with reads as follows: 


"(c) Presmoking Operation. 


kke 


"(4) Hot-process smoked or hot- 
process smoke-flavored fish shall be 
brined in such a manner that the final 
salt (sodium chloride) content of the 
loin muscle of the finished product, 
expressed as percent in the water phase 
of the bin muscle, shall not be less 
than: 


"(i) 3.5 percent if heat-processed 
prescribed under pragraph (d) (2) (i) 
this section; or 


"(ii) 5.0 percent if heat-processed 
prescribed undtr paragraph (qd) (2) (ii) 
this section. 


x 


"(d)- Heating, cooking, smoking operation. 


or ar nan Soper arenes 


zk ke & 


"(2) Hot-process smoked or hot-—process 
smoke-flavored fish shall be heated by a 
controlled heat process that provides a 
monitoring system positioned in as many 
stratesic locations in the oven as necessary 
to assure a continuous temperature throughout 
each fish of: 


"(i) Not less than 180°F.for a minimum 
of 30 minutes for hot-process smokelor hoi- 
process smoke-flavored fish which have been 
brined to contain 3.5 percent water phase salt 
in the finished product as prescribed in para- 
graph (c) (4) (i) of this section, ..., or 
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“(ii) not less than 150°F. for a 
minimum of 30 minutes for hot-process 
smoked or hot-process smoke-flavored 
fish which have been brined to contain 
5.0% water phase salt in the finished 
product as prescribed in paragraph (c) 
(4) (ii) of this section." 


The Current Good Manufacturing Practice (sanitation, 


| 


12, 1970 for publication in the Federal Register of November 


regulations, dated Novembe 2, 1970 and filed on November 


13, 1970 are not limited to salinity and temperature re- | 
quirements. They include regulations with respect to 
unloading platform material and drainage; the provision of 
separate rooms for receiving and shipping, storing fish, 
re-smoking operations including thawing, aressing and 
brining, and drying anc smoking; the processes of packing 
and storage of the final product were to be carried out in 
' separate rooms or facilities. There is a general require- 
‘ ment that the p-oduct be so processed as to prevent con- 
tamination by exposure to areas involved in earlier pro- 
cessing steps, to refuse, or to other objectionable areas. 
The regulations include equipment and utensil requirement 


2 


with reference particularly to their heing made of readily 


products. The regulations require that adequate hand wash 


| 

| 

| 

! 

cleanable materials if they come into contact with the n 


|_ ing and sanitizing facilities be located in the processing | 


eee 
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room or rooms or in an area easily accessible from ie - | 


signs are to be provided directing employees to wash and 
Sanitize their hands ater each absence from their duty 
posts. There is provision for periodical removal of offal, 
and requiring that offal, debris, or refuse mvt not be 
accumulated in or about the plant. Each day the utensils 
and product-contact surfaces of equipment must be rinsed aon 


sanitized, and fish containers are not to be nested or 


| 

handled during processing in a manner conducive to con- 
tamination. The cleaning and sanitizing of utensils and 

equipment are to be so carried out so as not to lead to | 

' contamination of the product. 

| 


inspected and ony clean, wholesome fish are to be processed. 

' Time and temperature controls are established with wren 
to refrigerating, thawing, spraying and washing fish. Ba: 
are to be completely evicerated with the minimum disturbance 

: o£ intestinal tract and thoroughly washed by a continuous 
spray system. The fish are to be brined in a solution tha 
does not exceed 38°F. and the finished product is required 
to be cooled to 50°F. within 3 hours of cooking and to 


38°F. or less within 12 hours after cooking. Ths finished 


product is to be handled only with clean, sanitized hands, 


| 
| 
: 
! 
| 


, Of the fish not onlyby covering the processing procedures 


A-728 


MEMORANDUM INCORPORATING FINDINGS OF FACT AND 
ORDER OF THE DISTRICT COURT FOR THE EASTERN DIS- 
TRICT OF NEW YORK (DOOLING, J.) FILED AUGUST 17, 1976 


6. 
gloves or utensils. Shipping containers are to indicate 


the perishable nature of the product and to specify that 
the fish must be shipped, stored and held for sale at 38°F. 

| 
oz less until consumed. The product is required to be 


coded so that each lot's processing history can be traced. 


Other sections of the regulations require indicating 


e 


thermometers on freezer and cold storage elements and requi 


|; &@ point-sensitive, continuous temperature-recording device 


to monitor both the internal temperature of the fish anda 
the ambient temperature inside the processing oven, each 
recording device record to be identified as to specific i 
| | 
oven load and date processed. ; | 
j 


The regulations thus closely supervise the handling 


: but also by setting requirements for equipment, general 


procedures and plant cleanliness. 

The inspections of July 1975 and February 1976 not 
only demonstrated failure to comply with the time and 
temperature and brining exactions of the regulations, but 
also revealed a failure to maintain the pre-smoking brining 
stage at the requisite low temperature and failure to achieve 


the requisite post-smoking and cooking temperature levels. 


ORME TS OS ET Si TEE 
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7. 
The inspections at the defendant's plant disclosed further 


that it did not have all of the required indicating ther- 


mometers and temperature recording devices. 


As already indicated, there is no claim of sient eee 


with the regulations. The defendants have not in any 
substantial way contested the findings of the FDA inspectors 
and, indeed, have joined in a stipulation with respect to 
the findings on deviation from the salinity requirement of 
the regulations. On the contrary, defendants insist that 
the time-temperature-salinity standards of the regulations | 
cannot be met without rendering the product unmarketable. 
Tne defense, then, has taken the form of an ali-out attack 
on the validity of the regulations involved. 

The attack centers on the unquestioned fact that 
| only 21 U.S.C. § 342(a) (4) can be looked to as the source 
of the Food and Drug Commissioner's authority to adopt the 

Defendants claim 

regulations./ that it does not authorize any such 
regulation. It provides in seeming simplicity that 


"n food shall be deemed to be adul- 
terated - 


"“(a) ... (4) iff it has been prepared, 
packed, or held under insanitary conditions 
whereby it may have become comtaminated with 
filth, or whereby it may have been rendered 
injurious to health." 


hy 
enna cee <r cena oe 
4 


! 


| regulation since the regulation is merely interpretive «nd 
| 


| 
: 
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&. 

The contention takes a second form as an argument that in 
any event it would not suffice to show a violation of the 
not implementive of the law and, in consequence, the eon 
ment must show that defendants violated the statute, reading 
the statute directly upon the facts; defendants say that no! 
such showing of statutory violation has been made or at- 
tempted, for the Government has made no attempt to show any 
insanitary conditions at the plant if the word “insanictary" 
is read in its ordinary sense, the sense invited by its use 
in the same context with the words "contaminated" and 
"filth." 

It is next argued that the nature and professed 
object of the regulations was to minimize the hazard to 
the public of Type E botulism and the risks of food borne 
infections in the consumption of smoked fish. It is argued 
that the regulations were put forward as the safest known 
protesatan parameters for preventing, phen thermal 
destruction of spores of the bacteria, the outgrowth and 
toxin formation of Clostridium botulinum Type E. See 
Proposal cf Part 128a for 21 C.F.R., 34 F.R. 17176 (October 


16, 1969). It is argued that C. botulinum type Type E is 


EE LL A TT a ee TT. | S SNS NNS SINRMNNNY ne: <eeute-tn detente enn cts 


at Q i i eae . : : pa at ve : a. 


. 


| 
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| 
| 


o. 
not a contaminant that reaches the fish during processing 


but is undeniably taken up by the fish from the lake waters 
which are their natural habitat, and that the known materia 
has long since made it perfectly clear that the risk visual 
ized is remote and unreal in the case of smoked white fish. 
Defendants argue that to the extent this problem has been 
associated with smoked white fish, i has been associated 
with vacuum packaged white fish. That is a mode of packing; 
not followed by the defendants and which apparently is no 
longer employed in the industry at all. 

The final phase of the attack rests on the argument 
that the regu’ation is unsupported by the record which it | 
is entitled to call to its support. That record, it is | 
argued, consists only c.° those materials submitted to the 

| Commissioner by the industry and other interested parties 
in the course of the rule-making procedure and the material 
| brought forward and disclosed to the interested parties as 
| being other materials consulted hy the Commissioner in 
ee at the regulations, to the extent that he did not 
rely solely on materials submitted in response to the 
notice of rule-making. 
1. here is no doubt that the Current Good Manu- 


facturing Practice (sanitation) regulations, as they are 


n“~ 
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frankly styled in 21 C.F.R. § 128(a).2, are adopted under 


21 U.S.C. 342(a) (4), and that the Commissioner (as the 
delegate of the Secretary of Health, Education and Welfare, 
21 C.F.R. § 2.120(a) (1), (15)) Gerived his rule-making 
authority in this relation solely from 21 U.Ss.c. § 371 (a) 
which provides simply that 
"The authority to promulgate regu- 

lations for the efficient enforcement of 

this chapter, except as otherwise provided 

in this section, is vested in the Secretary." 

Since the evidence is clear that the occurrence of 
C. botulinum Type E in white fish is not in fact or in the | 
perspective of the statute a consequence of Biigerceaaa ie 


caused by unclean manufacturing practices or conditions, 


defendants' central argument is that the part of the Current 


Good Manufacturing Practice (sanitation) regulations here 
involved is, since oriented wholly to the sterilization 
of C. botulinum Type E occurring naturally in the fish 
and ingested in their native, water habitat, Te un- 
authorized by the statute, and a nullity. 

As defendants point out, Section 342(a) (4) has not 
she specificity found in Section 344(a) dealing with the 
issuance, in emergencies, of temporary permits. These 


permits impose conditions governing the manufacturing 


KS See Eee. so peo, 


’ 
Dp 
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process. They are issued when, in any locality, contam- 
ination with microorganisms is feund to be occurring in 
the processing of any class of foods. And it could be said! 


| 
| 


language used in other subdivisions of Section 342(a) which, 


too that subdivision (4) does not use any of the general 


deal with substances in, the condition of, the source of, | 

or the packaging of food: it does not use words like | 
"poisonous," or "deleterious," or "putrid," or "decomposec.” 
or "diseased," or “unfit for food." However it evinces a 
manifest and dominant purpose to deal with the cases in 

| which the food has been prepared, packed or held under 
conditions whereby it may have become Saaeuninsiat with 


{| filth or may have been rendered injurious to health. 


Describing the manufacturing condition as “insanitary" is 
ry 


reference to the purpose of subsection (a) (4), that is, 
provide against whatever condition of processing may 
render the product injurious to health or contaminate it 


with filth. 


| 
| 
| 
: 
secondary: the word is given operative content only by | 
| 


Only subdivision (4) of Section 342(a) treats a 


8ST TERETE SOT erm mane et R E E RE NR  ETTEY RE ETTEOE EETS FLEET TE ON gE Tet 


food as adulterated whether or not the food has in fact 


i been contaminated or rendered injurious to health. Food 


ee ee ee ere ee ae ee eam eR sae ene ene rene ~~ 
—s 


| been condemned. While Section 342 (a) (4) may literally seem: 
\ 


purpose of subsection (a) (4), the use of the word "insani- 


tary" in subdivision (4) of Section 342(a) is, at worst, 


ORDER OF THE DISTRICT COURT FOR THE EASTERN DIS- 


: 
: processing rather than with product in defining the 
| 
| 
| 
| 
| 
| 
| 
| 
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is considered adulterated if it has been prepared, packed 


or held under conditions that may have resulted in its 
cont.amination or in its becoming injurious to health. It 


is the only one of the subdivisions which directly deals 


circumstances in which the food product will be considered 


adulterated. For purposes of subdivision (4), it is ir- 


relevant that, by any other tests, the food could not have i 


been determined to have been adulterated and could not have 


to deal only with conditions brought about. by processing itl 
self, the regulation under review, Part 12a, is specifically 
addressed to setting processing parameters to prevent the | 
“outgrowth and toxin formation of C. botulinum Type E." 


Seen in the perspective of Part 128a's purpose and the 


inelegant, but it is not inadequate to include preparing, 
packing or holding conditions which permit a continuance 
of the outgrowth and toxin formation of the C.botulinum 


Type E in the product under process. Because such pro- 


cedures may render the smoked fish injurious to health, 


Se ee ee Ae: ae: ae ee nen ate ee -e— e te en 
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is considered adulterated if it has been prepared, packed 
or held under conditions that may have resulted in its 
contamination or in its becoming injurious to health. It 
is the only one of the subdivisions which directly deals 
with processing rather than with product in defining the H 
circumstances in which the food product will be considered | 
adulterated. For purposes of subdivision (4),it is ir- | 
relevant by any other tests, the food would have been 
determined to have been adulterated and therefore condemned. 
While Section 342(a) (4) may literally seem to deal only 


i with conditions brought about by processing itself the 


| 
| regulation under review, Part 128a, is specifically | 
addressed to setting processing parameters to prevent the ! 
“outgrowth and toxin formation of C. botulinum Type E." | 
Seen in the perspective of Part 128a's purpose and the | 
purpose of subsection (a)(4), the use of the word "insani- 
tary" in subdivision (4) of Section 342(a) is, at worst, 
inelegant, but it is not inadequate to include preparing, 
packing or holding conditions which permit a continuance 

of the outgrowth and toxin formation of the C. botulinum 


Type E in the product under process. Because such pro- 


cedures may render the smoked fish injurious to health, 
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cP 
the cegulations proscribe cooking the fish at too low a 
temperature and/or for an insufficient length of time with 
inadequate salination. The approach of the regulations is 
that the temperature-time-salinity linkage is indispensable 
to preventing the outgrowth and toxin formation of the 
C botulinum Type E. It is beside the point that the 
bacterial infestation here is not one that invades the jou 
during the processing. A similar point under the earlier 
Act was met years ago in United States v. Forty Barrels, 
1916, 241 U.S. 265, 279-281. It was suggested that if, es 
in the case of Coca Cola syrup, an offending substance was | 
a formulary constituent, it could not be an sie as 
because the term "adulterant" connoted additive intrusion. 
The Court gave that argument short shrift. And a generation 
or two ago in this Court, Judge Chatfield reached a very | 
' similar conclusion in United sina v. Sprague, E.D.N.Y. 
1913, 208 Fea. 419. Oysters packed and shipped in their 
natural unopened state wiuich were found to harbor bacteria 
making them unfit for consumption were held to be "adul- 


teratea" within the meaning of the Act. The Court said 


(208 Fed. at 422) 


| 
| 
| 
| 
| 
| 
: 
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"The ordinary use of fadulteration' 


implies an actual addition to the original 
substance, through human agency. But the 
word as used in the section does not restrict 
this to addition by the hand of man, and if 
the adulteration of filthy, decomposed, or 
putrid substance has been added by nature, 

and is contained in the article to be shipped, 
it is adulterated in the eyes of the law." 


Although the interpretation necessarily contended 
for by the Government puts a strain upon the language of 


the statute, it is a now familiar strain dictated by the 
manifest and dominant purpose of the statute - proscribing 
manufacturing processes that fail to deal effectively with 


a known risk of lethal infestaticn of food. The prescribed 


| 


|| processing methods and controls are calculated to eliminate | 


| 


| that risk. 


|is a merely interpretive regulation and is not coercive. 


The argument really is that Part 128a cannot be a substan- 


| 
2. Defendants argue that Part 128a of 21 C.F.R. | 


tive regulation having the effect of law. Defendants point 


|out that the Act does not authorize any such substantive 


|'regulations under Section 342, although it does specificall 


aan substantive regulations under those sections 
enumerated in 21 U.S.C. 37l(e) (1). Those regulations are 
subjected, by Section 37Xe) to strict promulgation require- 
j;ments and broad opportunities for hearings. Section 37l(e 


H 
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also requires that the determination be supported before 

'the Secretary by detailed findings of fact b.sed on substan 

tial evidence of record, which are reviewable in the Court 

of Appeals rather than the District Court. The contention 


is that substantive effect may not, in this statutory 


setting, be ascribed to regulations adopted only under 


Section 37l(a) and brought under judicial control only 
through 5 U.S.C. 501 et seq. and 701 eb seq. 

Whatever might have been the validity of the argu- 
ment, it has been settled in this Circuit quite against 


defendants' contention by National Nutritional Foods 


‘Association v. Weinberger, Si Sp) ae © ae 


694-698. Since the Food, Drug and Cosmetic Act does not 


made on the record after opportunity for an agency hearing, 
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| 
| 
require regulations not included under Section 371(e) to = 


the rule making procedure invoked by the Commissioner in th 
. present case ie that of 5 0.8 .C.. 553 and the scope of 
 daaleeals is correspondingly that of 5 U.S.C. 706(2), but 
| without the requirement that the determination to adopt the! 
regulation be supported by substantial evidence. 

There might have been debate as to how far the 


' implications of the Weinberger v. Hynson, Westcott and 
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Gunning, Inc., 1973, 412 U.S. 609, group of cases could be 
extrapolated. Those cases dealt with the new drugs appli- 
cation, approval and withdrawal-of-approval provisions of 
21 U.S.C. 355; those provisions are precisely drawn and 
Geal with an intrinsically factual-adjudicative context in 
specific applications to definite pharmaceutical substances 
and the possibly “interpretive” regulations involved in the 


Hynson group of cases could be thought of as essentially 


tn nnn ee ny 


procedural. But the resolution of the issue by Judge 
Mansfield in National Nutrional Foods is surely right, for | 
the procedural regulations involved were what Mr. Justice | 
Black once called "outcome determinative" and not merely 

| procedural regulations. 


‘So far as the form and language of Part 128a are 


concerned, they leave no room whatever for the argument | 


that they were not intended to be "substantive"and coercive 
| if it was lawful for them to have that effect. 

i 3. Defendants argue that any possibility of injury 
to —e from commercially prepared hot-smoked white fish 
was remote. Hence, defendants argue, there was no reason- 

| 


able basis for concluding that the oo 


|; prescriptions of Part 128a were necessary Or appropriate to 


| 
| 
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; prevent the processing methc currently in use from render+ 


nee 
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It appears to be common knowledge in the industry 
that C. botulinum Type E is ubiquitous and that it occurs 
in the fresh water lakes from which white fish are drawn. 
Nearly all of the white fish of the industry in the greater 


' metropolitan area come from Great Slave Lake and Winnipeg 


; Lake; .a small sample of white fish taken from Winnipeg Lake 
| exhibited an 18 to 20% occurrence of C. botulinum Type E 


spores; a small sample from Great Slave Lake exhibited no 


j 
| 
| ing the fish injurious to health. 
| 
| 
| 
| 
| 
| 
| 
spores. It appears also to be common knowledge in the 


: ied eas ety 
Industry thet 44 Weie 


cance intact cr iene ees 


| been no occurrences since 1963. There appears also to be 


no controversy over the conclusion that vacuum packing of 


SDA iar HA Co SSE 


| 

ina@usctr 

traced to smoked white fish occurred but that there have 
smoked fish, a practice no longer in use, was favorable to 


the spore development of toxin in smoked fish and was 


orrcrinsre-nasinaeaetnen-siatsireinrsiein stare nine pms aneenaonigpsernnntsans-nstae nicnatn ioiogecie 


to white fish. 
At the hearing in this Court evidence was presented 


to the effect that the bacteria do not normally occur in the 


flesh of the fish but rather invade the skin and intestinal 
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| 
| 
| 
| 
| 
' 
{ 
| 
| responsible for the 1960 and 1963 botulism outbreakstraced | 
| 
| 
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tract and migrate to the flesh, apparently in the course of 


eviceration and other preparation of the fish for brining, 


smoking and cooking. The same witness testified that since 


, 1899 there had been ten outbreaks of botulism traced to C. 


botulinum Type E and that the toxin produced by the C. 


botulinum Type E spore development is a lethal toxin. Iti 


common knowledge that botulism is an acute foc? poisoning | 


i 
j 


| 


| P,P-1) 


marked by a high rate of mortality. (See, generally Exhibits 


The Commissioner's proposal dated October 16, 2969, 


(34 F.R. 17,176) was prefaced by the statement that 


| 
| | 
jane published in the Federal Register on October 22, 1969, | 
| 3 
| 
| 
| 


vations in smoked fish processing plants, made since 1963 
by the FDA and other regulatory agencies, had shown that th 
industry had not consistently adhered to manufacturing 
processes that would minimize the hazard of Type E botulism 


and the risks of food borne infections in the consumption o 
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smoked fish. It recited further that the Bureau of Commer- 
cial Fisheries of the Department of the Interior had sugges 
ted that adequate time-temperature-salinity parameters had 

not yet been established for each individual species smoked 


other than chub, and that the Bureau had recommended that 


| 
| 
| 
| 
| 
| 
| 
| 
| 
| 
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the proposed regulations be limited to plant sanitation and 


| 

| 

should exclude referenc» to processing techniques dealing 
with time-temperature relationships, or should describe 

| 


good manufacturing techniques limited to smoked chub as 


processed in accordance with the food additive regulation 


The prefatory statement continues 


| 

| 

| governing the use of sodium nitrite (21 CFR § 121.1230) « 

| "The Food and Drug Administration 
acknowledges that adequate times, temper- 

| atures, and salt concentrations have not 

| been demonstrated for each individual 
species of fish presently smoked. Much 

| work has been done, however, on the thermal 
destruction of spores of Clustridium 
botulinum Type E, and to date the process- 

| 


. ~ ~ be ~~ : 
ang paramcccrs presented in the pronosal 


are the safest known from the standpoint 
of preventing outgrowth and toxin formation 
of C.botulinum Type E. It has been estab- 
| lished that the public health hazard of 
| C.botulinum Type E in smoked fish is not 
restricted to a single species. Examples 


> ch enn ttt tenn et th rennet: uence 


of species found to contain spores of C. 
botulinum Type E are lake trout, salmon, 
black cod (sablefish), sole, sturgeon, and 
white fish. 


"The FDA has been, is, and will con- 
tinue to be receptive to scientific data 
that documents adequate processing para- 
meters or offers alternate processing 
parameters for any individual species of 
smoked fish. Data must be provided showing 
that the proposed processing parameters 
adequately minimuze risks of the public 
health hazard of poisoning by Type E 
botulism. 
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"Currently, the situation exists 
whereby some processors base their 
manufacturing practices solely on the 
appearance and acceptability of the 
finished product quality to consumers 
rather than on any specific or con- 
trolled processing parameters that would 
minimize the health hazard of C.botulinum 
Type E or its toxins.” 


Then followed the text of the proposed part 128a. 

It is not denied or deniable that the C.botulinum 
Type E hazard is present and persistent, that the develop- 
ent of toxin occurs, and that it is controllable within 
acceptable limits by thermal destruction of spores and by 


maintenance of the fish and the smoked fish product under 


tasihashataahateaiatintin salieri atieamenttiadeliendtabameamnined sethieeniatdtndk BOR. <2". 4h! ob es kd Ca ie - 


refrigeration except during the smoking and cooking phase. | 


jj; Nor ..s it denied or deniable that the Type E toxin is Lecnel 


and that beeutiie eeieonins has a high rate of mortality. 
It may indeed be the fact that current product 

sampling of the cooked smoked white fish of defendants and 

| of other producers in the greater metropolitan area did not 
disclose any evidence of botulinum spores, and that eedener 
defendants nor others in the greater New York area have had 
any reported cases of botulism poisoning. That overlooks 
the fact that the regulations were imposedupon an industry 


: already familiar with and using refrigeration and thermal 


. : x 
‘ ‘ ” Ne 
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! 

| As Hi 
destruction of spores. The cooking and smoking process 
itself and the brining of the white fish inevitably worked 


the direction of Part 128a and its no doubt sterner 
i'requirements. The controversy is solely about what time- 


temperature-salinity parameters are appropriate t- give 


assurance of safety to the consuming public and the fish 


processors; it is not about the propriety of establishing 


; such parameters. 
It is not to be supposed that the 1960, 1963 occur- 


|rences Of botulism in connection with hot-process smoked 


fish did not of itself cause changes in the industry. One 


|of the communications to the Hearing Clerk in response to 
ne notice of October 16, from the Association of Smoked 

Fish Processors, Inc., took exception to the FDA comment on 
| industry practices saying 


" Since 1963, the processors cf smoked 
fish have ade significant changes in their 
facilities, equipment, utensils, processing 
practices and controls to improve the sani- 
tation of their manufacturing operations in 
order to minimize the hazard of Type E 
botulism and the risks of food-borne in- 
fections due to the consumption of smoked 
fish. The effectiveness of this effort has 
been demonstrated by the absence of any 
botulism outbreaks since that time due to 
smoked fish, and to the minimum incidence 
of other food-borne infections rdated to 
this group of food products." 
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226 
Defendants by letter to the Hearing Clerk concurred 


in the Association's general submission but in addition 


were impossible or impractical, specifying that the ced 
of certain fish types to high temperatures would destroy 

the product completely and that very cold brining tempera- 
tures would not permit the absorption of salt by the fish. 
As an alternative to the time-temperature procedures ~ 
defendants suggested that specific processing procedures 


be established for each species after the completion of 


i 


ing objected to the narrow definition of the term smoked 
| fish and the process requirements but remarked, 


"Petitioner notes that the primary 
function of the new rule was to minimize 
the ‘hazard of Type E botulism and the 
risks of food-borne infections ....° Thus 
the important limits of the Rule are the 
paragraphs relating to sanitation, the 
addition of salt to the product and the 
application of high temperature for a 
predetermined time to the fish product." 


| 
| 
| 
made the point that certain of the proposed requirements 
' 


In its submission to FDA, the Bureau of Commercial 


Fisheries of the Department of the Interior Fish and Wild 
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adequate work and experimentation. 
i 

| 

| 

| 

| 

i 

| 

4 

| 

{ 

| 

| 

| 

| Life Service (BCF)- favored deferring specific controls until 
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23 


studies were completed with respect to the different 
species of smoked fish involved. The Bureau's Assistant 


Director stated 


"In our petition for nitrite, we 
showed that wholesomeness consideratiois 
could be more practically and adequately 
realized by reducing processing temperature 
and using suitable concentrations Of nitrite 
and salt. Our work also suggests, for 

| example, that if the minimum level of salt 
| (sodium chloride) in the water phase of hot 
| smoked fish is increased, this would allow 
for a significant reduction in the process- 
| ing tempevature required which in turn 
would maintain assurance of consumer safety 
without elimination of the marketability of 
most hot smoked fish products. In addition, 
the use of higher salt levels would lessen 
the dependency on temperature as a means to 
inhibit Clostridium botulinum Type E out-— 
growth, inasmuch as residual salt content 
can be readily monitored post processing. 


"As mentioned above, such an alternative 
of higher salt concentrations could be used 
as an interim measure until such time as 
on-going and future research to define pro- 
cessing parameters for other species are com- 
pleted. We would be pleased to make specific 
suggestions to you that will provide on an 
interim basis a more practical alternative 
for the various species than the processing 
conditions specified in the good manufacturing 
practices." 


i 3 1/2% salt processing requirement be limited to smoked 
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_A detailed suggestion made by BCF was that the 180° 30 minute 
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chub and should present the alternative of processing the 


chub with sait andnitrite at lower temperature in accord- 


i nt patties re OP OPT Ore 


ance with 21 C.F.R.3121.1230. 

Similarly, neither the detailed response and 
commentary of the intervenor, National Fisheries saa 
Inc. nor its May 4, 1970 letter (Exhibit C), nor its letter 
of December 23, 1970 (Exhibit E) in any way suggested that 
the C. botulinum Type E risk was not real enough to justify 
adopting a Part 128a in some significant form. 

4. The regulation as adopted is adequately sup- 


ported by the record whether it is viewed as based on the 


i 

i 

{ 

| 

Exhibit D tab A materials only or on all ibi The | 


regulation as modified from the original proposal is neither 

; i \ 
ee ; | 
arbitrary nor capricious nor does it represent an abuse of |} 


discretion or any other deviation from law. The regulation 
|; was not adopted under a section enumerated under 21 U.S.c. i 
371(e) but rather under 21 U.S.C. 371(a). Therefore, it 
| does not come within 5 U.S.C. 556 or 557 but rather within 
| 5 U.S.C. 553(c), which simply requires that the agency, 
| after considering the relevant matter presented, shall 
incorporate in the rules adopted a concise general state- 


' ment of their basis and purpose. 
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In adopting Part 128a under date of November 2 


1970 (published November 12, 1970, 35 PER. 17,401) the 
Commissioner noted that the principal objection to the 
proposal had been that the process requirements in the 
| proposed regulation could not be applied to all species of 
fish presently being smoked sy the industry and that the 
, regulations should therefore specify time-temperature 
requirements, as developed by research ana study, on a 
species-by~species basis. The Commissioner then continued 


"The Commissioner finds: 

(1) That although adequate times, tempera- 
tures and salt concentrations have not been 
demonstrated fcr each individual species 
of fish presently smoked, the processing 
requirements of *he proposed regulations 
are the safest now known to prevent the 
outgrowth and toxin formation of Cc. 
botulinum Type E; and (2) that since 
the public hezlth hazard of &. botulinum 
Type E in s.oked fish is not restricted 
to a single sp-cies of fish, the conditions 
of current g¢cod manufacturing practice for 
this industry should be established without 
further {elay. 


| 


SSoeeeatheeneeeeenre eS 


" Therefore, having considered the 
comments rceseived and other relevant 
material, the Commissioner concludes that 
the proposed regulations,with most of the 
suggested clarifying and technicai changes 
incorporated, should be adopted as set 
forth »selow." 


As noted above, Part 128a, as originally proposed, 


i 
| 
| 
: 
| 
| 
| 
| 
| 
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! would have provided in Section 128a.7(d) (2) that all hot- 


process smoked fish, after brining to 3.5% salinity, should, 
i be heated to 180°F. for a minimum of 30 minutes with the 


exception of smoked chub containing sodium nitrite as | 

provided for in Section 121.1230 (which had a lower temper! 

| ature parameter). As adopted, Section 128a.7(d) (2) pro- 

vided an alternative of either cooking for not less than 30! 

; Minutes at 180°F. if the fish was brined to contain 3.5% | 
water phase salt or for 30 minutes at not less the, 
150°F. if the fish had been brined to contain 5% water 

|! phase salt. The alternative for sodium nitrite treated 
smoked chub was retained. 


The Association of Smoked Fish Processors, Inc., 


' had argued that acceptable smoked chubs could not be pre- 


i 
| 
| 
| 
| 


pared if the coldest portion of the slowest heating fish 
in the oven had to retain the temperature of 180° for 30 

| minutes and had argued that other varieties of fish .=.e 
even more heat sensitive. The Association added 


"Work now underway by the Bureau of 
Commercial Fisheries on several 
varieties of fish have indicated 
very encouraging preliminary results 
with lower temperature processing in 
combination with specific salt and 
nitrite levels." 
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The Bureau of Commercial Fisheries, as seen in the - 
quotation above, had suggested an alternative of higher 
salt concentrations as an interim measure until species 
parameters could be evolved. 

The National Fisheries Institute, Inc., the inter- 
venor, speaking for 26 firms actively smoking fish, had 


pointed out that smoked chub processed at 180° for 30 


matter had been resolved by permitting specified levels 


of sodium nitrite and chinride together with a lower operat; 


| 
| 


ing temperature. It was said that if other fish were pro- 
cessed under similar high temperatures, the same marketing 
problems would arise. Speaking of work being done by the 
Bureau of Commercial Fisheries on white fish, sable and 
salmon, the Institute said 


"fhe experimental data indicates (sic) 

that considerably lower temperatures in 
combination with specific salt and nitrite 
levels will result in a smoked fish product 
that will be acceptable to the consumer, and 
also adequately minimize the risk of the 
public health hazard from Type E botulism.” 


minutes had proved unacceptable to consumers, and that the 
| 
| 
| 
| 
{ 
| 


Then the memorandum continued 
"In view of the unacceptable time 


temperature parame’ 2r of 180°F for 30 
minutes, we request that the parameter 
of 150° F for 30 minutes and 5% salt in 
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the water phase be established as an 
alternate procedure to that stated in 
the proposed regulation for an interim 
period until specific parameters can 
be established." 


Specific language was suggested for Section 128a.7(d) (2) 
reading as follows 


"Hot processed smoked fish shall 
either contain not less than 3 1/2% 
salt (sodium chloride) in the water 
phase throughout the product and shall 
be heated by a process that will insure 
a continuous temperature throughout each 
piece of fish of at least 180°F. for at 
least 1/2 hour or shall contain not less 
' than 5% salt in the water phase through- 
out the product and be heated by a process 
that will insure a continuous temperature 
throughout each piece of at least 150° F. 
for at least 1/2 hour, except that smoked 
chub containing sodium nitrite as pro- 
vided for in 121.1230 of this chapter 
shall be processed in accordance with 
that section." 


In its letter of May 4, 1979, the Institute did 
indeed refer to its proposal of the 150°F.-5% salt aliterna- 


| tive and to the BCF's suggestion of that as an interim 
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alternative and stated that, "Industry participants at the 


April 7, 1970 meeting ... pointed out that recent experi- 
mental work showed difficulties in meeting either.of the 
sets of processing parameters." But in the Institute's 


i December 23, 1970, letter (Exhibit E) written in seeking 
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i 
! 
| 
| modification of Part 128a, the Institute put it correctly 


"The industry recognizes that all pro- . 

cessing requirements contained in FDA's 

good manufacturing practice regulations 

must be based on public health consider- 

ations. It is also recognized that these 

requirements cannot be reduced simply : | 
| 


when it said: 


because the industry is unable to meet 
them. Such requirements should, however, 
be as flexible as possible to afford the 
industry as many alternative processing 
parameters as can be justified, based on 
public health considerations." 


ncammment 11 Patria 1°11 214 Tie ono By dase acmnt liaamaentonne 


The Commissioner's modification of Section i28a(d) 


(2) to incorporate the 150°-5% alternative met the industry's 


.Most Clearly expressed objection. The regulation is 


certainly not pesveniay interim in form, as BCF may be | 
thought to have suggested, but regulations are not cut in | 
stone. They are,. enevitably, subject to continuous ees, 
there is no indication that at any time before Part 128a 

was promulgated, specific preeercese for different vari- 

eties of fish had in. fact been developed and presented to 
the Commissioner as reliable substitutes for the general-— 


ized requirement which is complained cf in the present case. 


BCF did not present a petition to amend the food additive | 


(nitrite) regulation respecting smoked chub until March 22 


a 
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1971. They then proposed extending the regulation to Ae ; 
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fish and adjusting the processing parameters. The petition 


was incomplete since further studies were still jn progress) 
or in contemplation. The petition (FDA No.1A2671) was | 
still under advisement at January 28, 1972. (Exhibit E) 
Other modifications in the proposal were made in 
response to the industry's suggestions. The suggestion of 
flavoring ée fish) with respect to smoke flavored fish’ 


resulted in the inclusion in Part 128a of provisions 


! i 
the owner of the Z-stismoke process (imparting smoky 


embracing smoke-flavored fish, which are treated with salt 
and Siren sm vke flavor by ethene than direct smoke action. 
the proposed regulation required entirely separate, 
partitioned space for practically each distinct step in the' 
precessing of the smoked fish, and commentators objected 
that eats was impractical and could not be accomplist2d in 
the inaumeyts older plants. The objections were acceded 
to - to the extent of providing that four of the steps 
“should” be carried out in separate rooms or partitioned 
spaces and of making the separate room or partitioned spac 
requirement mandatory only as to cooling and packing and 


scorage of the final product. The provision governing 


inspection of raw fish was also somewhat relaxed. The 
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defrosting requirement was modified. The washing and 


spraying provisions were altered. The testing provision 
8 
was relaxed. Finally the provision covering the cooling of 


the smoked fish after cooking was materially relaxed. 


The Commissioner manifestly acted after considering! 


the comments submitted to him, and before final adoption, 
he materially modified the proposal in accordance with the 
most important of the objections and suggestions er 
to him. No proceedings were ever instituted to review the | 
regulations as adopted. Furthermore, no later proceeding 
has been initiated formally and pressed before the Com- 
missioner directly to secure a modification of the regu- 
lation. The petition to the Commissioner slide Exhibit B) 
; to extend the chub-nitrite regulation to white fish and, 
perhaps, other fish has evidently not yet been acted upon 


| 


by the Commissioner. However, the industry has not elected, 
as it might have under 5 U.S.C. 704, 706(1), to treat =, 
action in the nitrite matter as an unlawful withholding or 
unreasonable delay of administrative action which should be 
corrected by a court. That does not mean that the FDA's 


| failure to act on the later petition furnishes a ground for 


attacking its adoption of Part 128a;. the two matters are 


| 
| 
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distinct in both time and substance. ( There were, oddly, 


overtones throughout the court hearing that thé present 
proceeding was an occasion to review the FDA's allegedly 
wrongful non-action on the nitrite petition, and that the 
non-action somehow back lighted the action the FDA had taken 
in adopting Part 128a) 

On the formal administrative record, therefore, the: 
action of the Commissioner in adopting Part 128a was 
neither arbitrary nor capricious nor an abuse of discretion 


nor otherw _se unauthorized. 


eee et. ee 


The regulations were authorized by the statute and. 


parties defendant. 
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5. The defendants argue in substance that, .to an 


rons pee + 


their enforcement denies no constitutional right to the 
| 
| 


indeterminate extent, those responsible for the determin- 
| ation to issue Part 128a in the form in which it was 
finally issued had resort to some or all of the material 
contained in defendant's exhibit D under tabs B through i 
Apparently, it is not denied that the Commissioner nad 
proper resort to the material under tab A, the more 
significant part of which had already been discussed, and 


which manifestly did effect modifications in the Commission- 
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er's Original proposal. Defendants argue that thee Solan 
missionezr has no right, either directly or through his 
subordinate personnel, to resort to anything that was not 
accessible to and notified to those in interest, so that 
they could meet any material contained in the undisclosed 
matter that might influence the Commissioner. 

it should be said at once that the evidence indicates 
that the material undex tabs B through L was retrospectively 
gathered from FDA files for any bearing which it «ould or 
might have had on the formation of Part 128a. It is not | 
possible to say that the material specifically influenced 
any particular part of the regulation's Linco: but the 
very general and inclusive nature of the material said 
indicates that it represents everything that could be 
located in FDA files germane to the subject matter of the 
regulation and dated before ite issuance. 

The basic difficulty with (a) the protestations of 
defendants and the intervenor ‘that the material under tab Al 
is not adequate to support the regulations and that the 
issues posed by the responses and comments of the .industry 
were not resolved by determinations of fact and of 


scientific principle and (b) with the defendants' and 
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foe may or may not have relied on —- the basic 
' 

| 


|. Spection reports could not. demonstrate industry-wise 
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intervenor's protestations against the FDA's failure to 


disclose the materials at tabs B through L for discussion 
and refutation and (c) with the protestation that there 


could be no confidence as to which of the material the 


difficulty is that they wholly mistake the occasion and the 


clear sense of the entire proceeding. The occasion was not 
one at which any one was disposed to or able to take the 


position that botulism was nothing to worry about, or that 


| 
C. botulinum Type E was not ubiquitous in the fresh waters 
from which the fish were drawn, or that salination and | 
thermal treatment were not basic in the’ hot-process smoked | 
fish industry. It is not even deniahle that to a taleceett 
minate extent the industry was under loose self-regulation | 


in the same respects covered by Part 128a - that is, in the: 


use of salination and thermal controls. The industry had 


regulated itself not only to make an edible product but 


also in the interést of protecting the customers of the prot 
cessors' customers from the risk of botulism. The post-196: 


success of the industry was certainly a cause of self- 


congratulation. But the Commissioner could hardly be unaware 


that success begets a relaxation of vigilance, and that ait 


ee 
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guarantee the maintenance of self-imposed processing 


Si Oy hae coe 


standards. And while much is said about the sup»osed want 


of procedural regularity in offering disclosure and an 
opportunity to challenge the tabs B through L materials, 
nothing has been brought forward either during the hearing 
in tee present case nor, so far as counsel has surfaced it, 
in any other area, to indicate that a total reconsideration 
of the entire matter within FDA as of November 1970 could 4 
nave resulted in any different regulation than the one then 
adopted. ‘This case presents but one issue - in a case 
where precautionary regulations such as Part 128a (whether 
| eet teinpoeed ox imposed by public authority)are admittedly 
| imperative are those regulations shown to be either arbi- 
trary or capricious oe an abuse of discretion? The most 
that has been claimed is that further modifications in the 
regulations would be appropriate. And that claim has not 
been supported by bringing forward evidence to indicate tha 
in November 1970 modifications existed that could have give 
the assurance of safety required in and assured by Part 128a. 
The nitrite alternative was not matured and supported; 


perhaps the chub regulation itself had not had time to 
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A survey of the material under tabs B through L 


discloses nothing which undermines the provisions of Part 
128a and it is not material of a kind that could lend 
itself te contradiction. The material consists almost 
entirely of neutral investigative studies apparently con- 
; GQucted with considerable scientific and practical sophisti 
| cation. 
| The first part of tab B is composed of four parts 


- three quarterly reports and a final report of work done 


ee Cate enien enema OE SEER METRE KERRI Ee 


in 1963-64 at the University of Wisconsin on C.botuiinun . 


ater ane 6 


Type E. The reports make particular reference to deter- 
mining the source of the botulinum in- smoked. fish pro- 
cessed in the Great Lakes area and to the occurrence, 
persistence and ee ae of toxicity in detected 
botulinum. These reports were made to FDA under a contract, 
FDA-63-67. The remaining materials under tab B are 

| quarterly reports and an annual report made to the FDA 
under contract FDA 64-44 by the University of Wisconsin, 

|! Department of Bacteriology. They concern the eccurrance 


of C. botulinum Type E in the Great Lakes. The reports 


chary of conclusion, and they essentially confixm the idea 


! 
| are again completely neutral scientific investigations, 
| 
i 
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37. 
that C.botulinum Type E is more more common in some waters 


than in others. The reports, again, seek to measure the 
t 


occurrence and persistence of toxicity and to differentiate 


between occurrences of the botulinum in water, fish and mud 


The report also studies differences between botulinum 
{ 
: ; : { 
occurrences in enclosed waters and in those waters linked to 


Nae ee 


the Great Lakes themselves. 


: 


‘The papers collected under tab C concern the work 


nes 


of the Bureau of Commercial Fisheries at the Technological 


Laboratory at Ann Arbor, Michigan relating to smoked fish 


| Processing and handling. The 1964 paper is a draft of 


+56 epeeeh. te geese 


guidelines, most of which deal with sanitary. precautions. 


The guidelines only concern handling of the fish from the 


{ 
; fishing vessel through the plant, and attempt to insure the: 


| 
cleanliness of those procedures. The second paper is a i 


1967 draft of guidelines which dealt directly with ea 


ing of the fish inciuding temperature and salinity require~ 


ments, and refrigeration standards. It contains nothing 


that would suggest modifications in Part 128a. Specifically 


it assumes the 180°-30 minute-5% parameters (although 


primarily as applied to chub processing). 


Tab D covers a four phase study made in the New 
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York District FDA facility on the methods for hanging 


fish during the smoking process. The report was generally 
uncomplimentary to current smoked fish processing and it 
assumed the desirability of using the 180°-30 minute 
parameter. On the basis of experimental data derived from 
the FDA's own processing of several varieties of smoked 
fish, the report also concluded that a aectuseeuie product > 
could be prepared within the 180°-30 minute parameter which 
would, in the judgment of many, equal the flavor of com- 
mercially produced fish but which - in general - “outa not 
have as good an appearance. The survey's general conclusion 
was that with its skills, the industry should be equal to | 
producing marketable fish at the 180°-30 minute parameter. 
However, the peipeisad emphasis of the study, if not its 
vey purpose, was a solution to the problem of loss of fish 
from the hooks in the smoking and cooking steps. Some 
definite recommendations were evolved for reducing this 
loss. 

Tab E covers the summary of a meeting held on July 
11, 1968, at the University of Wisconsin. The meeting was 
intended to review the FDA smoked fish compliance program. 


It was in general conducted by FDA personnel and was 
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attended by Bureau of Commercial Fisheries representatives, 


representatives of the Food Research Institute, representa- 
a 
tives of the University of Wisconsin, representatives of 
the National Center for Urban and Industrial Health, repre- 
sentatives of the City of Milwaukee Health Department 
(which was actually seeking to enforce a 180°-30 minute 
parameter), a representative of the Michigan Department of 
Agriculture, Food Inspection Division, the Chief of the 
Enteric Disease Unit of the National Communicable Disease 
Center, the Director of the Illinois Department of Health, 
Division of Food and Drugs, and food inspectors of the 


Wisconsin Department of Agriculture. The meeting reviewed 


; numerous matters, including reports on the practical ad- 
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ministration of various parameters under local laws. The 


meeting generally assumed as a base line the validity of 


the 180°-30 minute parameter in combination with a salinity 


BAO 0 nae meee As pe eD erate 


in excess of 3% and refrigeration to 38° or less. However, 
the Bureau of Commercial Fisheries proposed the following 


processing parameters: (a) brining the fish so as to 


Ce ee et ery 


achieve a pest-process product containing a water phase 


salt (sodium chloride)content equal to or in excess of 


whe ee een 


3 1/2% and a sodium nitrite concentration of 200 parts per 
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million, and (b) contolled hee. processing so that interna 


product temperatures equalled or exceeded 160° F. for 30 
minutes, and (c) temperature maintenance at or below 38°F 


during storage and distribution. The meeting discussed at 


length whecher fish could and would be produced a 


at the 180°-30 minute-3 1/2 or 4% salinity parameters, and,| 
if so, whether the fish would be saleable and whether the | 
parameters could be attained in any large number of tie | 
existing processing establishments. There was no suggestion 
during the meeting that without a second salt such as sodium 
ehieite ux would be safe to process the fish at ee. 
lower than 180°. It was. suggested that processing at 180° 
with oniy scdium chloride salinity might not be as effective 
as a combination of sodium chloride and nitrite at a lower 
temperature. The FDA point of view was presented at the 
meeting and it was noted that a4 year earlier, the Bureau o 
Commercial Fisheries had submitted to FDA a summary of 
research on kotulism in smoked chubs which provided infor- 
mation »%n processing and handling procedures. The summary 


of meeting then continued - 


~- 
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| "The studies sponsored by BCF pointed 
up that heating fish at 180° for 30 minutes 
during processing, should bring about de- 
struction of most type E spores, and if 
brining is accomplished in such a manner 

| as to result in a salt content in excess 

| of 3% in the aqueous phase of the loin 

I 
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muscle, and if the fish are held at 38° 
or less, the surviving spores will be pxe- 
vented from growing out in the fish. These 
‘minimum requirements', along with storage 
temperatures, sanitation standards and 
labeling recommendations, were incorporated 
into ‘Good Manufacturing Practice Guide- 
lines', primarily for use by our [FDA] 
| inspectors and Field Districts, but which 
were disseminated to industry. These 
| Guidelines were reviewed and discussed with 
the National Fisheries Institute, who voiced 
intention to pass the recommendations on to 
their industry. The time-temperature-salt 
concentration and other recommended pro- 
| cedures have been made known to industry 
| through workshops, seminars and, in many | 
instances, in direct recommendations to 
| plant management Guring cou::se of in- | 
spections." | 
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Tab F covers 72 articles, almost all of which are 


botulism, botulinum Type E and the spores and toxin of 


arcicles published in specialized periodicals concerning | 


Type E. The articles are not only from United States ‘publi- 
cations but also from journals pubiished in Canada, Japan, | 


Russia, and the Scandinavian countries. The publications 


stretch back over the years to the 1940s. None of the 


papers, however, appears to deal with the temperature facto 
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except for one or two papers dealing with the €fect of low 


temperatures (in the freezing range) on toxin development 
in vacuum packed fish. 

Tab G is concerned with reports, for the most part 
printed and published, on the effect of temperature on 
C.botulinum Type E toxin formetion and the survival and 
aie eee of C.botulinum Type E in food products. including! 
smoked fish. Particularly included is _ published . 
preliminary report of the Bureau of Commercial Fisheries 

on the shihioeit ites smoking of chub. At the time of that | 
report, in November 1964, BCF was recommending processing 
at 180° fer 30 minutes with 2 to 3% salt in the finished 
product as being practical in the case of chub. The 
published papers are for the most part research papers with 


varying results. However, the results do indicate that 


Type E botulinum spores, and, in consequence, toxin forma- | 


tion tendencies, did survive at high temperatures, and = 
temperatures in the order of 176-180° were always in js 
contemplation. Included at Tab G-5 is a May, 1967 Bureau j; 
of Cereals Fisheries paper by Graikoski adhering to the 

180°-30 minute-3% salt combination and indicating that at | 


140°F a greater concentration of salt is necessary to 
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inhibit spore outgrowth. Graikoski stated that additional 
work was needed both to establish more firmly aud to exten 
the general observations, especially in the temperature 
range from 140 to 180°F. The papers were inclusive in 
their consideration of the inhibitory effect of a, combin- 
ation of salt and nitrite, and of the effect of changes 
in the pH level of the brine and fish. 

Tab H contains papers, for the most part obinked 
and published, dealing, essentially from the chemical poin 
of view, with regular salination and the effect of salt 


additives, including sodium nitrite. The papers also study; 
' 


( 
, | 


the effect of changes in PH on spore production and the 


evolution ot toxins. Tab I covers a published and printed 
1961 article indicating that the outgrowth and toxin pro-~ | 
duction of spores of C. botulinum Type E varies inversely 


with temperature in terms of days of incubation and that a 


36 to 40°F. 


Tab J embraces 23 papers, most of which were printed 


and published hut some of which were apparently not widely 


| 

1 

| exitical refrigeration temperature exists in the range of 
| 

| 

| published but, rather, were circulated in typed form. The 
| 


| Papers cover a wide variety of botulinum studies. Included 
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were ol servations of human response to botulinum intrusions 


and to botulism itself and studies on the temperature 


sensitivity of the various types of Cc botulinum. Broadly, 


those studies indicated that Type E was more temperature 


sensitive than Types A and B, particularly in a range in 


the neighborhood of 176-180°F. The papers also included 


chemical) oriented studies, indicating the significances 


‘ 


|| Of various types of saits, including sodium nitrite, and 


considering the effect of pH in botulinum solutions on 


outgrowth and toxin production. The papers are not limited 


to cooked and smoked fish but range more broadly, and 


nn 
—_ 


include development of botulinum cultures generally. 
Certain of the papers are so poorly reproduced in the 


exhibit that, from the legible passages, it is not easy to 


ones appear to fall well within the boundaries of the 


be confident of the thrust of the papers, but the — 
foregoing description. The papers to some extent also ae, 
sider anti-toxin materials. | 
The two items included under Tab K relate (a) to | 
the incidence of C.botulinum Type E in smoked fish products 


(other than white fish) in the Pacific.Northwest, and (b) 


to a means of detecting the presence of C.botulinum Type E. 


‘ 
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The detection experiment used smohca white fish, chubs and 


other smoked fish as its base material. Tab L covers a 
1970 Bureau of Commercial Fisheries circular entitled 
"Guidelines for the Processing of Hot-smoked Chuh. * The 
Guidelines, dated January 1970, are detailed but are written 
against the background of acceptance of certain ice 
parameters. The Guidelines assume the reguirement of 
heating the chubs for 30 minutes at 160°F. with the loin 
muscle containing a concentration in the water phase of 
not less than 3.5% sodium chloride a sodium Sites 
concentration between 100 and 200 p.p.m., coupled with | 
weed ius of the chubs to 38°F. The parameters of the ‘adda! 
lines are of course those of 21 C.F.R. § 121.1230, first 
promulgated in August 1969 and amended in March 1970. | 
The material comprised under Tabs B through L was 
made available to defencants and presumably to the inter- 
venor during the discovery stages of the case. The, expert 
and the industry evidence introduced at the trial is not 
at war with anyttiing contained in the Tab B brough Tab‘ L 
material, and, in fact, added nothing of moment to what is 
in the formal record. kothice in the B through L material 


has beenS6r could well be pointed to as determining the 
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or 46 
Commissioner's conclusion,/as influencing it in sich a way - 


that, had it been known to be before him before the deter- 
mination was made, it could have been met and refuted by 


other data. The problem did not and does not exist in that 


perspective or dimension. None vi the B through L material, 


suggests, nor do the defendants suggest, that precaution 


ra 


is unnecessary, that C.botulinum Type E is non-existent, 


that white fish come from untainted waters, or that there 


is any possibility that thermal treatment and salination 


and refrigeration can be dispensed with without Canger to 


the industry or the public. If anything, the Commissioner's 
actions in modifying the original proposal demonstrate | 
\ 


the openness of the proceeding. The very existence of the 


| smoked-chub regulation (21 C.F.R. § 121.1230) authorizing 


the use of nitrite and a lower temperature demonstrates 
not only the industry's acquaintance with temperature-time- 
| 
salinity parameters, but also shows the Commissioner's | 
willingness to accede to scientific presentations. ae 
However, there is no ground for eenidering the 


material under Tabs B through L as being in the nature of 


ex parte evidence secretly acted upon to the disadvantage 


i Of the class affected by the adoption of Part 128a. In 
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truth, the material contained under Tabs B through L 


t 
work being done in the field, and to an extent, internal 
government views of the matter in the course of evolving 
a final administrative position. The internal evidence of 


the interdepartmental exchanges indicates that what the 


comprises a reference library of the contemporary = 


government was thinking about and doing was well known in 
the industry and to those who were actively interested in 
the inquiries being pursued as a result of the 1960 ana 
1963 poisonings, particularly the associations of inter- 


ested persons. The rest of the material wes published 


material which was either known to or readily accessible tc 


any expert in the field to whom the members of the class to} 


be affected by the regulation would naturally have turned 


for advice and assistance. 


The difference in viewpoint between the Bureau of 


Commercial Fisheries and the FDA, made perfectly plain in 


the October 1969 notice, was hardly a secret and was forth 


rightly dealt with by the PDA. The difference in a 
reflects the difference in the roles of the two oe 
e 


of government, for the FDA had to be concerned not with th 


hot-process smoked fish processors but with the public 
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safety and the sense of public security. in the light of the 


1960 ani 1963 episodes. ‘ 

5. Defendants and the intervenor argue that the 
parameters established by the regulation are impossible of 
attainment in commercial operations. The evidence intro- 
duced at the trial tended to.that showing, but it failed to 


make the showing. It demonstrated only that the processors 


eee 


who te»scified were unable to meet the parameters without 
mat« aj. change in their processing practices. The cross- 
examination brought out numerou techniques that the in- 
dustry had not yet exploited, including forced draft heat 
| circulation in the oven, the use>f humidifiers, and fresh 
approaches *o the problems of obtaining uniformity of 


| temperature throughout the ovens. There were, further, 


processing procedures might well produce very different 
results from those obtained with the gas-fired gravity 
ovens. Such modifications include the us of electronic 
ovens, currently being introduced in the industry, and 
further work with control of oven humidity. There was 


certainly evidence that the electronic furnaces presently 


| 

{ 

| 

indications that admittedly expensive modifications in | 
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in use had not been so used as to meet the parameters and 


seers 
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produce a satisfactory product. But the overall impression 
produced by the evidence was that the effort had not been 
complete, and that the processors had not pee the 
problem with the resolution and industrial ingenuity that 
would have been summoned if they had acted in the recog- 
nition that they would simply have to comply with the 
parameters of Part 128a if ay were to continue operation.! 
The evidence that a marketable product could not be, 
prepared within the parameters suffers from essentially the; 


same defect. The processors who testified were unable to 
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| produce marketable fish while staying within the sideal 


parameters. But this was only shown to be true under their, 
| 
current processing practices. The taste test, although ; 


| necessarily a narrow one, was carried out in as fair a 

| Lf 
manner as the trial Situation permitted;/the results 
were accepted as a fair sampling of industry experience, 

; they would lead to the conclusion that a product made under; 

- 

| the parameters woulda not be marketable in the greater -New 
York area nor probably in Florida. But that is hardly. the 
issue. There are many other processors who may have 


mastered techniques that surmount the difficulties pre- 


i sented by the parameters. Moreover, the expectation canno 
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be that an identical product will be produced if the cook- 


ing temperature is materially increased and no compensating 


modifications, within the parameters, are introduced. 
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The industry itself had faced the risk that if c: 


botulinum Type E was not dealt with effectively, its 


business would be destroyed. If the material under Tabs B 


compere soecemenepmes: 


through L shows anything, it shows that when Part 128a was 


proposed in late 1969 it was high time that some such. 


: 


proposal was made, no less in the industry's interest than 


in the public's interest in personal safety. It was for 


| 


the industry to devise methods of preserving marketability | 


“8 


within the parameters, if, as was inevitable, it was unabie! 


to bring forward adequate evidence that some other approach! 
would serve the public interest. 

Finally, even if cnet a proposition could be 
demonstrated, it is not an answer to the reguhktion to say 


that marketable fish could not be processed under it. ITE 


not be processed in their only marketable form without an 


that were the case it would simply mean that smoked white 
unacceptable threat to public health. The ultimate fact | 


appears to be that the industry has not been abie to come 
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fish cannot be regarded as safe and that white fish can 


A-774 


MEMORANDUM INCORPORATING FINDINGS OF FACT AND 
ORDER OF THE DISTRICT COURT FOR THE EASTERN DIS- 
TRICT OF NEW YORK (DOOLING, J.) FILED AUGUST 17, 1976 ee 


5a. 
forward with alternative, safe processing means in which 


it has enough eonbidence to press them upon the Commissio 
er, and the industry has not exhausted ne search for means 
of living within the parameters and still preparing market-— 
able smoked white fish. 

It follows that the United States is entitled to an 
injunction requiring compliance with the challenged para- 
metecs. However, there is much to be stan for the defend- 
ants' contentions with respect to the other items of non- 
compliance with the rewiiation which were turned up in the 
course of the inspections. These appear to be rather 
ordinary deviations from compliance which are readily and 
once-arid-for-all curable by positive action. The evidence 
indicates that the defendants have taken positive corrective 
action as to those deviations and, on the basis of the — 
present showing, the final decree need not and should not 
contain mandatory ; rovisions in those respects. These 
operational deviations from the regulation do not have the 
shape of the resolute non-compliance with the time-temper- 
ature-salinity parameters which characterizes Satundants® 
conduct of its processing plant up to the time of the 


second inspection. 
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6. The defen@ants' trial evidence was taken over 


the Government's objection, reserving decision on the 


} 
question of whether or not the Government. was on firm groun 


vyen 


in its argument that the regulation was not subject to 


collateral attack through a de novo hearing. Expansion of 


T]v'epeebslenadee 


the scope of the hearing to include evidence addressed to 


eee Te ee 


the validity and soundness of Part 128a served the two-fold 
purpose of being a species of Overton type hearing and of 
throwing light on the question of whether there was any 
occasion for an Overton type hearing to determine whether 
or not the Commissioner had acted rationally. If the case 

| is, as the Government eile, controlled by testing Part 
128a against the formal record, whether limited to the tab 

' A material or extended to the tabs B to L material, the 
conclusion must be that Part 128a is fully supported and 
adequately supported in the formal record. Viewing the 

| whole record, including all the trial evidence, it is con- 
cluded (for all the evidence, on review, is seen disfiie esas 
the need for any further Qverton type hearing), that ther 
is no necessity for any further hearing in this Court or 
for a remand to the Commissioner for reconsideration in as 


light of matters not before him or not adequately considered 


| 
: 
| 
| 
| 
| 
| 
| 
| 
f 
f 
) 
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by him at the time the regulation was adopted. 


oo 


National ———— Foods Ass'n v. Weinberger, su 
a 

512 F.2d at 703-704. Of course that is not to Say that if 
themtrite research has now significantly progressed, the 
time may not be ripe for a petition to the Commissioner for 
modification of Part 128a along the lines of the smoked- 
chub regulation. As noted partion: such a regulation as 
Part 128a survives under ambulatory review as the literature 
in the field opens up new possibilities of analysis of the 
botulism risk or new means of coping with the spore for- 
mation and toxin production of C.botulinum Type E. 

, a decree in accord- 


ance with this opinion and either serve it on counsel for 


! the defendants and for the intervenor with ten days notice 


ee errr Tn at a to Tonle imcamntdectamne am mika heats Ldicdktan Bienen eae onaceraaomammmmmnmieaned 


with the defendants' and intervenor's counsel with a 


t 
| of settlement, or, preferably, draft: it in consultation 


view to agreeing upon a form of decree - in the —- 


eee ee 


standing that agreement on the form of the injunction’ does 
not to any extent imply acquiesence in its correctness as a 
disposition of the case. 


It is so ORDERED. 
; Brooklyn, New York 


' August 17, 1976. 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 


Plaintiff, (Judge Dooling) 
- against - 
NOTICE OF SETTLEMENT OF 
NOVA SCOTIA FOOD PRODUCTS CORP., DEFENDANTS ' PROPOSED 


DAVID SKIAR and EMANUAL SKLAR, JUDGMENT AND APPLICATION 
FOR ORDER FOR STAY PENDING 


APPEAL 
Defendants, 
- and - 


NATIONAL FISHERIES INSTITUTE, 


Intervenor. 


PLEASE TAKE NOTICE, that at 10:30 A.M. on 
October 6, 1976, at the United States Courthouse, 
225 Cadman Plaza East, Brooklyn, New York, the under- 
signed will present the within Judgment to Honorable 
John F. Dooling, Jr., for signature and settlement 
and will simultaneously present to said Judge the with- 
in Order for a stay pending appeal. 


Dated: New York, N.Y. 


September 30, 1976 
Yours, etc. 


| yg BOHLINGER, 


¢ bys 
Office & P.O. Address 
469 Fifth Avenue 
New York, N.Y. 10019 
(212) 889-1470 
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8 


TO: 


DAVID TRAGER, ESQ. 
United States Attorney 

a United States Courthouse 
225 Cadman Plaza East 
Brooklyn, New York 11201 


KLEINFELD, KAPLAN & BECKER, ESQS. 
1200 - 17th Street, N.W. 
Washington, D. C. 20036 
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UNITED STATES DISTRICT COURT _ 
EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 
76 Civ. 647 
(Judge Dooling) 
Plaintiff, 
- against - FINAL JUDGMENT 
NOVA SCOTIA FOOD PRODUCTS CORP., 
DAVID SKLAR and EMANUAL SKLAR, 
Defendants, 
- and - 


NATIONAL FISHERIES INSTITUTE, 


Intervenor. 


Plaintiff having commenced this action to enjoin 
defendants from violating certain provisions of 21 CFR 
128a and the matter having come on for trial before 
this Court on May 17, 18 and 19, 1976, and this Court 
having rendered its Memorandum Opinion on August 17, 
1976 incorporating therein Findings of Fact, 


NOW, THEREFORE, IT IS ADJUDGED AND DECREED as 


follows: 


1. That defendants Nova Scotia Food Products 
Corp., David Sklar and Emanuel Sklar and their officers, 
agents, servants and employees be and they hereby are 
restrained and enjoined from manufacturing and process- 
ing for distribution whitefish unless such whitefish 
are manufactured and processed by them in conformity 
with the regulations contained in 21 CFR 128a.7(c) (4) 


| 
| 


| 


A-780 


NOTICE OF SETTLEME”S 0 * DEFENDANTS' PROPOSED 
JUDGMENT AND APPLICA’T’ N FOR AN ORDER FOR A 
STAY PENDING APPEAL 


(i) and (ii) and 21 CFR 128@.7(d)(2)(i) and (ii) as 


the same may from time to time be altered or amended. 


2. That at least one (1) whitefish from each 
batch of hot-smoked whitefish manufactured or processed 
by defendants shall be tested by Herbert V. Shuster, 
Inc. (or such other laboratory as the parties may 
agree upon or the Court designate) to determine the 
sodium chloride content in the water phase of the loin 
muscle and reports thereof shall be furnished weekly 
to the New York District Office of the Food and Drug 
Administration, together with temperature records in- 
dicating the time and temperature at which such batchés 
were cooked by defendants. 


3. That said testing and report procedures 
shall continue in effect for the period of two (2) 
years from the effective date of this judgment. 


4. That in accordance with the applicable pro- 


visions of law duly authorized Food and Drug Administration 


representatives shall be granted access to defendants' 
plant for the purpose of making such inspections at 
reasonable times and within reasonable limits and in 

a@ reasonable manner of the plant of defendants and for 
the purpose of obtaining samples of whitefish in order 
to determine whether defendants are complying with this 
Final Judgment. — 


5. That a copy of this Judgment shall be con- 
spicuously posted at the processing plant of defendants 
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for a period of six (6) months. 


6. That this Judgment shall take effect on 
October 30, 1978. 


7. That jurisdiction of this Court is retained 
for the purpose of altering, amending, vacating, mod- 
ifying or enforcing this decree as may hereafter be 
necessary and appropriate. 


Dated: Brooklyn, New York 
October 1 


NOTICE OF SETTLEMENT OF DEFENDANTS’ PROPOSED 
JUDGMENT AND a FOR AN ORDER FOR A 


STAY PENDING APP 
UNITED STATES DISTRICT “COURT 


EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 


76 Civ’ 647 
Plaintiff, (Judge Dooling 


- against - 


NOVA SCOTIA FOOD PRODUCTS CORP., 
DAVID SKLAR and EMANUAL SKLAR, 


ORDER 


Defendants, 
- and - 
NATIONAL FISHERIES INSTITUTE, 


Upon application of defendants, it is 


ORDERED, that the Final Judgment herein dated 
shall not become effective 
prior to final determination of any appeal by defen- 
dants from said Final Judgment to the United States 
Court of Appeals for the Second Circuit and said Final 
Judgment is hereby stayed pending such appeal and final 
determination; and it is further 


ORDERED, that this stay is conditioned upon de- 
fendants promptly filing an appropriate notice of appeal 


and taking all steps necessary to expeditidusly prosecute 
said appeal, failing in which plaintiff may move for 
appropriate relief vacating or modifying this order. 


Dated: Brooklyn, New York 
October » 1976 


" JOnn F. DOOLING, Ik, 
as s, D -J- 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 


76 Civ. 647 
Plaintiff, (Judge Dooling) 
- against - 
NOVA SCOTIA FOOD PRODUCTS CORP., A¥FIDAVIT 


DAVID SKLAR and EMANUAL SKLAR 


> 


Defendants, 
-and- 


NATIONAL FISHERIES INSTITUTE, 


Intervenor. 


STATE OF NEW YORK 
8s 
COUNTY OF NEW YORK 


DAVID SKLAR, being duly sworn, deposes and says: 


1. I am the President of defendant Nova Scotia 
Foods Products Corp. and am also named as an individual 
defendant herein. I submit this affidavit in support 
and explanation of the the Judgment proposed by defen- 
dants herein and in support of defendants' request for 
& stay pending appeal. As will be shown, the decree 
proposed by defendants provides the government with all 
of the relief to which it is entitled and the government 's 
proposed dec is overly broad and contains onerous pro- 


visions not called for in the circumstances. Ac _itionally, 
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I respectfully submit that the defendants are entitled 
to a stay pending appeal. 


2. The first major difference between the two 
proposed Judgments before the Court relates to their 
general coverage. In spite of the fact that whitefish 
was the only species of fish mentioned at trial or as 
to which the government adduced any evidence, plain- 
tiffs would have the judgment cover all hot-smoked 
fish I respectfully submit that this is wholly in- , 
appropriate. This litigation involved only whitefish. 

There was not one scintilla of evidence at the trial 

as to any other type of fish. The government cer- 
tainly offered no evidence that fish other than white- 
fish were not being prepared in accordance with the 
GMP. If the government desired relief as to fish other 
than whitefish, it should have offered evidence as to 
those other species at trial. There has been a total 
failure of proof as to fish other than whitefish and 
there is no rational basis for granting the relief 
which the government seeks as to all species of hot- 


smoked fish. 


3. An injunction limited only to whitefish will 
have drastic adverse consequences on Nova Scotia. The 
broad relief which the government seeks by the sweep- 
ing tatunctton covering all forms of hot-smoked fish 
might well drive us out of business as it could affect 
forty (40%) percent of our sales. I respectfully sub- 
mit that there is no reason to impose this drastic 


i 


A-785 


NOTICE OF SETTLEMENT OF DEFENDANTS' PROPOSED 
JUDGMENT AND APPLICATION FOR AN ORDER FOR A 
STAY PENDING APPEAL 


penalty in view of the complete absence of any evidence 
in the government's case as to any kind of fish other 
than whitefish. 


4. Perhaps the most significant feature of de- 
fendants' proposed decree is its provision for a two- 
year period before it becomes effective. I believe 
that this provision is necessary and eppropriate if 
defendants are to be treated fairly in the circun- 


stances at bar. 


5. Before discussing the various reasons which 
support the requested delay, I shuld like to re-em- 
phasize to the Court the fact that no person has ever 
been rendered ill by a piece of fish -- whitefish or 
other -- prepared by Nova Scotia in its many years in 
business. Since vacuum packaging was abandoned in 
1963, there has not been a single case of botulism 
illness from whitefish -- or any other fish -- commer- 
cially smoked in the United States. Thus we are not 
dealing with a pressing or serious health hazard, but 
rather with a highly theoretical problem. 


6. The last reported botulism problem from 
hot-smoked fish occurred in 1963 as a result of abu- 
sive handling of vacuum packed fish. The regulations 


at bar were not promilgated until seven years later, 


in 1970. Obviously, FDA felt no reason to rush. It 
was not until six years later, in 1976, that FDA first 
attempted to enforce the regulation. Again, obviously, 
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FDA felt no reason to rush. After thirteen years of 

footdragging by FDA, I submit most respectfully that 

an additional delay of tyo years can do no harm to 

plaintiff or to the public. The time requested, how- 

ever, is critical to the protection and continued ex- hb 
istence of defendants’ business and the smoked fish 

induscry. 


7. Whitefish is an important and profitable 
part of our business and accounts for approximately 
ten (10%) percent of our sales. All hot-smoked fish 
makes up some forty (40%) percent of our sales. Our 
customers look to us to furnish all of their needs. 
The less we can do that the more we are handicapped 
in the market place and unable tc compete and remain 
in business. 


8. Nova Scotia employes some 35 persons -- 
mostly family men whose wives and children are de- 
pendent upon them for support. If we are forced to 
close, these people will be out of work with all of 
the attendant consequences. Our suppliers will lose 
customers, consumers will be denied our product and 
the economy will have suffered one more unnecessary 
blow inflicted upon it by the government. Given the 
lack of any injury to the public in the past thirteen 
years, FDA's sloth-like behavior and the economic and 
human impact of the relief sought, I respectfully sub- 
mit that the two-year delay in enforcement is appropri- 


ate. 
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9. The period of two years has not been selected 
arbitrarily but rather is related to events, research 


and experimentation currently going forward. 


A. At the present time, Dr. Eklund is com- 
pleting additional research on the efficacy of nitrites 
as an inhibitor of botulism and the related problem 
of their safety for human consumption. This data 
should be available by the end of October 1976. I under- 
Stand that based upon this information the smoked fish 
industry intends to re-petition the FDA for permission 
to use nitrites in all hot-smoked fish, including white- 
fish. FDA officials have estimated that it will take 
at least a full year for a decision to be rendered by 
FDA cn this matter. Allewing some time for an over- 
ambitious estimate and time for a possible appeal to 
Court, two years is a conservative estimate of the length 
of time it will take for this application to be finally 
determined. 


I am advised that the material which will be 
submitted to the FDA will demonstrate that the suc- 
cessful inhibition of the growth of clostridium bot- 
ulinum -an be achieved with the combined use of nitrites 
and salt and heat levels obtainable by industry while 
still producing a marketable product. 


The apparent problem with respect to nitrites has 
not been its ability to inhibit the growth of botulinum 
but the possible problem of the presence of nitrnsamines 
which are suspected carcenogenic agents. The research 


generated to date shows an excellent pattern of botulism 


inhibition without any nitrosamine problem. Thus, I 
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believe that the data which will be presented as to 
nitrites may provide a basis for a food additive reg- 
ulation which will obviate the problem presented by 


the case at bar. 


B. Additionally, there is research cur- 
rently under way by Dr. Eklund which will demonstrate 
that inhibition of the outgrowth of botulinum spores 
may occur at salt-time-temperature parameters far lower 
than those set forth in the existing regulations. The 
smoked fish industry has provided additional funding 
for this research and it is being pressed as rapidly 
as possible. This research, which is admittedly in 
a very preliminary stage, indicates that inhibition 
can be achieved by cooking at 160°F for 60 minutes. 
This is a level which can be attained in the prepara- 
tion of hot-smoked whitefish. 


If on-going research proves this hypothesis to 
be correct -- and I believe it to be correct -- then 
in approximately one year we will be in a position to 
present a petition to the FDA for amendment of the ex- 
isting GMP to these more realistic and attainable process- 
ing parameters. Given the time it takes FDA to act on 
these matters, I feel certain that it will be two years 
from now before we have any definitive action from FDA. 
Considering the complete absence of any demonstrated 
illness and the prior history of inaction by FDA, this 
is a most reasonable period of time to allow for ap- 


propriate action before the very drastic consequences 


A-789 


NOTICE OF SETTLEMENT OF DEFENDANTS' PROPOSED 
JUDGMENT AND APPLICATION FOR AN ORDER FOR A 
STAY PENDING APPEAL 


of the injunction the government seeks becomes effective. 


C. Additionally, we are engaged in extensive 

research to determine whether it is possible for us 

to comply with the regulation as presently written and 
still produce a@ commercially marketable product. This 
work is progressing as rapidly as possible but we have 
not been successful. I am hopeful that future exper- 
imentation will point the way to a methodology of com- 
plying and producing a product which the consumer will 


accept. 


We have repeatedly asked FDA to advise us as to 
methodology. They have refused. At trial, FDA created 
the misimpression that some form of technology -- known 
to FDA -- existed. The fact is that it does not. There 
is no magic forma and it will take a substantial 
amount of research and experimentation to find the 


methodology of compliance. 


D. All of these efforts require large expend- 
itures of time and expense. Very substantial sums have 
been expended in financing Dr. Eklund's research. 
Thousands of hours of time have been spent by processors 
in attempting to meet FDA's demands. This has meant that 
oven and employee time which could be used to produce 
marketable products has been deflected to these experi- 


ments. Further, thousands of pounds of fish have been 


burned up and discarded in the process. Defendants and 
industry as a whole are genuinely engaged in a massive 
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effort to find a solution. Time is the critical element. 


10. All of these factors indicate why a delay 
for two years in the effective date of the injunction 


is necessary and appropriate. 


ll. Moreover, there are additimal factors which 


mist be considered. 


A. Defendants are only one of several com- 
panies engaged in the processing of whitefish and other 
hot-smoked fish. If the restraints Suggested by plain- 
tiff are imposed upon it and no other industry member 
the result will be a highly wfair and inequitable 
burden imposed upon defendants. 


B. Defendants have only an insignificant 
inventory of whitefish on hand. However, we were very 
much surprised by FDA's suggestion that this case em- 
braced all types of hot-smoked fish. At the present 
time, we have some $75,000 worth of inventory on hand 
or ordered on firm commitments with respect to hot- 
smoked fish other than whitefish. This amounts to at 
least nine months of products. If an injunction were 
entered as to all forms of hot-smoked fish and if it 


were effective immediately, this $75,000 in inventory 


would be wasted and we would suffer a $75,000 loss. 


12. The government's proposed decree sets forth 
a totally unreasonable, oppressive and unworkable method 


of procedure. I do not know where or how FDA derived 
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its form of decree but it is clearly more appropriate 
to non-perishable foods which can be tested at leisure 
than to highly perishable smoked fish which must be 
produced and marketed within a veryshort space of time. 


13. The government's proposed decree would have 
us produce fish, submit it for testing and then wait 
until FDA decides to approve the fish before we could 
sell it. This procedure would destroy our ability to 
exist. Whitefish (and other hot-smoked fish) is a 
delicate product whose flavor and salability diminishes 
quickly after it is produced. If we must prepare our 
fish and then wait until FDA allows us to sell it, we 
will wind up with a totally unmarketable product fit 
oniy for the garbage can -- especially since our com- 
petitors will be free to sell a fresh, recently-made 
product without prior FDA approval. 


14. The government's proposed decree would elso 
impose a number of harsh and unwarranted economic and 


business sanctions upon cefendants. 


A. FDA's proposed Judgment requires that we 
submit a program to them describing how we intend to 
comply with the GMP and conditions our right to process 
hot-smoked fish upon FDA's approval of that program. The 
fact is, however, that FDA has not the vaguest idea of 
how to produce a marketable smoked whitefish in ac- 
cordance with the GMP. For many years we have pleaded 
with FDA for advice as to how to produce a marketable 
product in coniormity with the GMP. Each plea has been 


met with silence because FDA does not iiown how to comply. 
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To require pre-approval of ow production techniques by 


an agency with no knowledge of these techniques is sheer 
folly. It would appear to be perfectly fair and reason- 
able to require FDA to make some showing that its regula- 
tion is possible of compliance. 


B. FDA would also require the submission of 
hundreds of free samples for testing. The Court should 
realize that each whitefish we produce is sold by us 
for approximately $5.00. The government would have us 
submit vast quantities of whitefish for testing at 
great cost and expense without the least basis there- 


for in law or fact. 


C. The government's proposed decree also fails 
to recognize the extensive steps which Nova Scotia has 
already taken to bring itself into compliance with what 
we regard as a totally wjust regulation. We have con- 
ducted extensive experiments to determine whether we 
could prepare whitefish at 180°F for 30 minutes and 
still have a marketable product. We have installed an 
in-plant salt testing facility so that we can check the 
salt content of each batch of fish before it is smoked. 
These steps are designed to insure that any future com- 
mercial production will be in compliance. 


D. One of the most wfair of all of the govern- 


ment's provisions is that which would impose.upon defen- 
dants the cost of FDA compliance checks. I know of no 
authority which justifies such a harsh penalty. 


15. Nova Scotia has always acted openly and forth- 
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rightly. We have never attempted to conceal our conduct 
or deceive FDA. Yet FDA has proposed the kind of decree 
which would be appropriate only against the most re- 
peated, conscious and deceitful violator of an injunc- 
tion. There is no need for this drastic and vindic- 


tive sort of relief. 


16. The decree proposed by defendants represents 


a fair and reasonable accommodation of the rights and 


interests cf all concerned. 


It contains an appropriate injunctive provision, 
reasonably limited to the violations shown in the court- 


room; 


It contains reporting provisions which will insure 
@ constant flow of information to FDA; 


It preserves the inspection and sampling rights 
granted to FDA by statute (21 U.S.C. §374); 


It provides for a fair moritorium before the re- 
straints involved are imposed. 


17. In short, every legitimate governmental and 
public interest is protected while the rights of defen- 
dants and the smoked fish industry are also preserved. 
There is no reason for driving a viable economic entity 
out of business -- as the government would do -- where 
there are less drastic and more reasonable alternatives 
available. 


18. Finally, defendants have submitted a request 
for a stay pending appeal. I respectfully submit that 
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given all of the circumstances involved in this litiga- 
tion, including the lack of any illness, the thirteen- 
year long delay by FDA, the difficult questions of law 
and fact raised in this litigation and the economic 


reality of destroying a viable business entity and an 


entire industry, that the application for a stay pend- 
ing appeal should be granted. 


19. I respectfully request that defendants' pro- 
posed Judgment and stay pending appeal be entered and 
that the government's unduly harsh request for relief 


be rejected. 


Sworn to before me this 


get day of § ephenbe 1976. 


mh hee. 


JOSEPH H. EMSTEIN 
Notary Public. State of New ie 
Dee. 60-1001825 Westchester Coun 
Commission Expires March 38, 9 
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UNITED STATES DISTRICT COURT 

EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 
- against - Civil Action 
Wo. 76-C-647 
NOVA SCOTIA FOOD PRODUCTS CORP., 
DAVID SKLAR and EMANUEL SKLAR, 
Defendants 
- and - 


NATIONAL FISHERIES INSTITUTE, 


Intervenor, 


In accordance with the Court's Mesnorandur: Inccrporatirg 
Findings of Fact and Order, dated August 17, 1976, after 


trial, it is 


ORDERED, ADJUDGED AND DECREED as follows: 


l. That the Court has jurisdiction of the subject 
matter herein, and cf ail : “ Dertic 


- 
pee a | 


complaint states a cause of action against the defendants 
under the Federal Focd, Drug, and Cosmetic Act; 

2. That the defendants, Nova Scotia Food Products 
Corp., a corporation, and David Sklar and Emanuel Sklar, 
individuals, and each and all of their officers, agents, 
servants, employees, and representatives and any and all 
persons in active concert or participation with them or any 
of them, be perpetually restrained and erjoined from directly 
or indirectly doing or sins s done of & Folicy- 
ing acts with respect to articles of focd: 

(A) Manufacturing and processing for distribution 
articles of food, namely, fish other than chubs, which fish 


are or are intended to be hot-process smoked fish, after ship- 


ment in interstate commerce, unless and until: 
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(1) Facilities, methods, practices, and controls useé 
for the manufacture and processing of said foods by defend- 
ants are established and are capable of being operated and 
administered in conformity with current good manufacturing 
practice as set forth in regulations 21 CFR 128a.7(c) (4) (i) 
~ (ii) and 128a.7(d) (2) (i) - (ii), specifically including the 


brining of fish in such a manner that the final salt (sodium 


chloride) content of the loin muscle of the finished smoked 
a! fish, expressed as percent in the water phase of the loin 
es: muscle shall not be less than (a) 3.5 percent if heat-processed 
. at not less than 180 degrees F. for a minimum of. 30 minutes 
or (b) 5.0 percent if heat-processed at not less than 150 
degrees F. for a minimum of. 30 minutes. 
(2) (a) Defendants report in writing to the New York 
Die ct Office of the Food and Drug Administration what 
action they heve taken to assure that the methods used in, 
and the facilities and controls used for, the manufacture and 
processing of food, namely fish other than chubs, are capable 
of being operated and administered in conformity with current 
“good manufacturing practice regulations 21 CFR 128a.7(c) (4) (i) 
- (ii) and 128a.7(d) (2) (1) - (ii); 
(b) Defendants select a testing laboratory which, by 
reason of equipment and trained and experienced personnel, 
is qualified to examine smoked fish for percent sodium chlo- 
ride in the water phase of the loin muscle, and contract with 
said laboratory to perform such examinations on defendants' 
smoked fish; 


(c) 


Defendants provide to the New York District 


Office of the Food and Drug Administration a written protocol 


_for the selection of samples of smoked fish, other than chubs, 
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for sodium chloride analysis, which protocol shall describe 


procedures and designate responsible personnel and shall also 
include provision: 

(i) for the selection of samples consisting of an 
adequate portion from each of 10 smoked fish for separate 
analysis for sodium chloride content, such samples to be 
selected from each of the first 10 consecutive betches of 
smoked fish processed for distribution by defendants subse- 
quent to the entry of this decree ané@ every tenth batch of 
smoked fish thereafter: Provided, that where any such analy- 
sis discloses that a fish contains less than the minimum 
percentage of sodium chloride required by regulation 21 CFR 
128a.7(c) (4) (i) or (ii), such samples shall be selected for 
analysis from each subsequent batch until 10 consecutive 
batches have been found to contain not less than the percent- 
age of sodium chloride specified by the regulation; 

(ii) for the holding from distribution of each 


batch of smoked fish from which samples have heen 


for analysis until defendants have received notification of 


the results of said analysis. 

(3) The Food and Drug Administration notifies defend- 
ants in writing that defendants appear to have complied with 
the requirements set forth hereinbefore in paragraph 2 (A) (1) 
and (2). 

(B) Manufacturing or processing at defendants' plant, 
after compliance has been made with provisions of paragraph 
2 (A) (1) through (3) hereinbefore set forth, any article of 
food consistiug of hot-process smoked fish, other than chubs, 
while held for sale after shipment in interstate commerce, 
which acts of manufacturing and processing result in said 


articles being adulterated within the meaning of 21 U.S.C. 
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342(a) (4) in that the facilities, methods, practices, and 


controls used for the manufacture and processing of said arti- 

cles do not conform to and are not operated or administered 

in conformity with current good manufacturing practice in 

manufacturing and processing smoked fish, as prescribed by 

21 CFR 128a.7(c) (4) (i) - (ii) ana 128a.7(d) (2) (i) - (ii), to 

assure that said articles may not have been rendered injuri- 
health. 

3. Defendants shall provide to the New York District 
Office of the Food and Drug Administration, not later than 5 
Gays after the cooking of each batch of fish, other than 
chubs, smoked and distributed by defendants subsequent to the 
entry of this injunction, the results of analysis for sodium 
chloride content, if any, and copies of appropriate records 
showing the temperatures and the duration of such temperatures 
at which representative samples of each batch of such fish 
were cooked. 

4. Duly authorized Food and Drug Administration repre- 
sentatives shall be granted free access to defendants' plant 
for the purpose of making such inspections of the plant, in- 
cluding all records and other things therein relating to the 
facilities, methods, practices, and controls used in the manu- 
facture, processing, and distribution of raw, in-process, 
and smoked fish as the food and Drug Administration deems 
necessary in order to determine thet the requirements of this 
injunction have been or are being met, the costs of any such 
inspection to be borne by the defendants at the rate of $8.00 
per hour and fraction thereof per representative for inspec- 


tional work, $10.00 per hour and fraction thereof per repre- 


sentative for laboratory and analytical work, $ 


0.15 per mile 
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for travel expenses, and $39.00 per day for subsist 


penses where necessary. 

5. That the defendants, Nova Scotia Food Products 
Corp., a corporation, and David Sklar and Emanuel -klar, 
individuals, shall give written notice of the provisions of 
this decree to each and all of their officers, agents, servants, 
employees, and representatives, and any and all persons now 
or in the future in active concert or participation with them 
oer any of them who assist or participate in the manufacture 
and distribution of the aforesaid articies of food. 

6. That jurisdiction of this Court is retained for 
the purpose of enforcing or modifyin is decree and for the 
purpose of granting such additional relief as may hereafter 
appear necessary or appropriate. 

That the plaintiff, the United States of America, have 
and recover from the defendants the costs of this action, as 
taxed herein, to wit, the sum of $ , and that the 
plaintiff have execution therefor. 


Dated: Brooklyn, New York 
, 2076 
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| 
Xena nee n nee e nnn arene enw enn e nen e eens x | 
Me UNITED STATES OF AMERICA, | 
76 Civ. 647 
Plaintiff, (Judge Dooling) 
-againust- 
DEFENDANTS ' SUPPLE - 
pg SCOTIA FOOD PRODUCTS CORP., et. MENTAL AFFIDAVIT 
al., 
Defendants. 
Xe cece anne enn enn n eee e nnn eee eee eee ee X 


STATE OF NEW YORK 
COUNTY OF NEW YORK 


JOSEPH H. EINSTEIN, being duly sworn, deposes 


and says; 


1. I ama member of the firm of Aranow, Brodsky, 
Bohlinger, Benetar & Einhorn, attorneys for defendants 
herein. I submit this Supplemental Affidavit in con- 
nection with the proposed Judgments and Application 


For a Stay now before this Court. 


a 2. As noted in the affidavit of David Sklar 
sworn to September 30, 1976, current research indicates 
that the problems presented to the defendants and the 
smoked-fish industry may be solved as a result of cur- 

rent industry financed research and the presentation 


of appropriate Petitions to FDA. I am annexing hereto 


as Exhibit "A'' a copy of a letter received on Octo- 
ber 12, 1976 from Dr. Eklumd. The letter confirms 
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the various matters as to the state and timing of in- 


dustry sponsored research as set forth by Mr. Sklar 
in his affidavit. Several salient elements should be 
noted: 

A. The additional nitrite data will be 
presented to FDA this month. The overall picture is 
one of "excellent'' inhibition with no related nitro- 


samine problem. 


B. Research on alternative non-nitrite 
processing parameters is proceeding and the work done 
to date indicates that an alternative processing para- 
meter of 1600F for 60 minutes is a real alternative 
to the current GMP. Such a processing parameter ap- 
pears to be one which is achievable by industry. As 
Dr. Eklund's letter indicates, this research will 


require 6 to 9 months to complete. 


3. The matters set forth by Dr. Eklund confirm 
the efforts of industry and the clear probability 
that those efforts will yield a result which will al- 
low FDA to promulgate a far more reasonable GMP. If 
defendants and an entire industry are not to be destroyed, 
a reasonable delay is necessary. I, therefore, re- 
spectfully request that the Judgment herein contain a 
two-year effective date delay as requested by defen- 
dants. 


Sworn to before me this 
13th day cf October, 1976. 


r 
fio, 31-5872480 


ie iw FOR CWMy FS 
sormtaion <xpires acsch 30, Boe 
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U.S. DEPARTMENT OF CONMERCE 

National Oceanic and Atmnaspheric Administration 
NATIONAL MAAINE FISHERIES SERVICE 

Utilization Research Division 


2725 Montlake Blvd. E., Seattle, WA 98112 


October 7, 1976 


Mr. Joseph H. Einstein 

Attorney-at-Law 

Aranow, Brodsky, Bohlinger, 
Benetar and Einhorn 

469 Fifth Avenue 

New York, N. Y. 10017 


Dear Mr. Einstein: 


Some time has passed since I last talked with you. I therefore thought 
that you would be interested in a brief progress report of our studies 
on the inhibition of Clostridium botulinum in smoked fishery products. 


The nitrosamine studies of whitefish that were brined in different 
concentrations of sodium nitrite and sodium chloride have been 
completed. Nitrosamines were not detected in any of the samples at the 
5 parts per billion level, which is the sensitivity level of the test. 
The data from this recent study is currently being incorporated into 
the whitefish petition and will be submitted in October 1976 to the 
Food and Drug Administration to request permission for the use of 
sodium nitrite in smoked whitefish. The use of nitrites (100-200 parts 
per million level) will permit the smoked fish processors to process 
whitefish to an internal temperature of 150-160°F for one-half hour 
with a final product concentration of 3.0 to 3.5% salt. When sodium 
nitrite is used in combination with sodium chloride, it becomes an ' 
excellent inhibitor of Clostridium botulinum. 


We are also continuing our research to develop other alternatives to 
the current Good Manufacturing Practice Guidelines (GMP's). As you 
know, there is nothing magical about processing smoked fish to an 
internal temperature of 150° or 180°F for 30 minutes. The effectiveness | 
of heating whitefish at 180°F for 30 minutes is based upon the heat 
destruction and injury of Clostridium botulinum type E spores. In 
experiments in which whitefish are inoculated with type E spores and 
processed at 180°F for 30 minutes, there are always spores that survive 
the process. These survivors are apparently heat injured and therefore 
are unable to grow and produce toxin in whitefish above 3.0% sodium 
chloride (water phase salt). We are therefore studying other time and 
temperature parameters between the existing GMP requirements of 150 to 
180°F for 30 minutes in an effort to develop a process that will be as 
effective as the 180°F process in inhibiting C. botulinum. Results 
from our experiments with comminuted whitefish show that 3.5% water 
phase sodium chloride will inhibit type E spores at concentrations of 


1371 


\ A Century of Fish Conservation ! : 
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50,000 spores in 50 gram whitefish samples if the samples are processed 

to an internal temperature of 160°F for one hour. We are currently confirm- 
ing these studies using steaks prepared from whitefish. These studies 

will soon be extended to other times and temperatures. You may be 
interested to learn that our studies of eviscerated frozen whitefish from 
Lake Winnipeg, Canada, show an average C. botulinum type E spore level of 
0.4 per 100 grams of whitefish. 


We have processed whole eviscerated whitefish to an internal temperature 
of 160°F for one hour and, in our judgment, a very satisfactory product 
can be produced. We will soon request members of the smoked fish 
industry to determine if this process will produce a satisfactory product 
in their processing plants. 


We are currently studying procedures to improve the uniformity of salt 
distribution in smoked white fish. We believe that one of the critical 
points in consumer acceptability of smoked fish is the variation in the 
concentration of salt in the product itself. For example, the 

consumer will usually first eat the flesh closest to the surface of the 
fish. In this region the salt concentration is always the greatest. 

For example, in a sample that contains 3.5% salt in the loin muscle, the 
flesh near the surface may contain 5 to 7% salt. The consumer therefore 
object to the saltiness because of the 5 to 7% salt of the flesh near 

the surface and not because of the 3.5% salt in the interior of the fish. — 
We have now developed a procedure with steaks and fillets that grea_ly 
improves the uniformity of the salt throughout the product. Im one set 

of experiments the samples contained 3.7% sait in the outer layers of 

the flesh and 3.5% in the deepest part of the loin muscle. In approx- 
imately two weeks we will send all members of the smoked fish industry 

a copy of this procedure. This brining procedure will not only increase 
consumer acceptability but will also increase the safety from C. botulinum 
of the smoked product because it will eliminate areas of the fish flesh 
that may have low concentrations of salt. 


We are encouraged by our results and hope that we may have comprehensive 
substantiation for alternatives to the GMP's within the next 6 to 9 
months. 


Sincerely yours, 


Wh ur Bead 


Melvin W. Eklund 
Supervisory Micrcbiologist 


| 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


ee a Sa a ee a b'4 
UNITED STATES OF AMERICA, 
~against- 
3 76 C 647 
NOVA SCOTIA FOOD PRODUCTS CORP., 
DAVID SKLAR and EMANUEL SKLAR, $ FINAL 
JUDGMENT 
Defendants, : 
-and- : 
NATIONAL FISHERIES INSTITUTE, : 
Intervenor. : 
fe ee ee at ee a ee | al ee a ee Ue ee xX 


This action came on for trial before the Court, 
The Honorable John F. Dooling, Jr., District Judge, presiding] 
and the issues having been duly tried and a decision having 
been duly rendered, it is 

ORDERED and ADJUDGED 

1. That the defendants, Nova Scotia Food Products 
Corp., a corporation, and David Sklar and Emanuel Sklar, 
individuals, their officers, agents, servants, employees, and 
attorneys and those persons in active concert or participatio 
with them or any of them who receive actual notice of this 
judgment by personal service or otherwise are perpetually 
restrained and enjoined from manufacturing and procesuind for 
distribution whitefish unless such whitefish are manufacture 
and processed by them in conformity with the regulations con- 
teined in 21 CFR 128a.7(c) (4) (i) and (ii) and 21 CFR 128a.7 


(a4) (2) (i) and (ii) as the same may be from time to time in 
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force. A copy of the said regulations, as now in force, is 
at cached to this judgment as Annex A. 

2. That defendants report in writing to the New York 
District Office of the Food s:1d Drug Administration within 
sixty cvvs after the date hereof what action they have taken 
to assure that the methods used :.n, and the facilities and 
controls used for, the manufactixe and processing of whitefis 
are capable of and are if operated at 212, being operated an 
administered in con‘ornity with current good manufacturing 
practi¢s regulations 21 CFR 128a.7(c) (4) (i) (ii) and 128a.7 
(a) (2) (i) - (i2). 

3. That defendants nominate a testing laboratory 
qualified to examine smoked whitefish for percent sodium 
chloride in the water phase of the loir. muscle, to report 
the result of such examinations on defendants’ smoked white- 
fish to the New York District Office of the Food and Drug 
Administration (NYDOFDA); and provide that Office with a 
written protocol for the random selection of samples of smoked 
whitefish for sodium chloride analysis, such protocel to 
establish procedures that will assure fair sampling that will 
present « fairly reprssentative cross section of actual pro- 
duction; the nominaticn and protocol are to be furnished to 
NYDOFDA within ten days from the date hereof; if not objecte 
to within te’ days thereafter by NYDOfDA the protocol will 


be put inte operation. 
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4. That defendant shall select (in the manner pro- 
vided in the protocol) at least one smoked whitefish from 
each of the first 10 consecutive batches of smoked whitefish | 
processed for distribution by defendants subsequent to the 
effective date of this decree, and from every tenth batch of 
iii es eld ienas. for testing as provided in the pro- 
tocol: Provided, that if any such analysis discloses that a 
whitefish contains less than the minimum percentage of sodium 
chloride required by regulation 21 CFR 128a.7(c) (4) (i) or (ii}, 
then samples shall be selected for analysis from each subse- 
quent batch until 10 consecutive batches have been found to 
contain not less than the percentage of sodium chloride 
specified by the regulation, at which time one in tem sampling 
will resume. 

5. That defendants shall withhold from distribution 

white- 
each batch of smoked/fish from which a sample has been 
selected for analysis until defendants have received notifi- 
cation that analysis shows that ne sample is in compliance 
with the salinity requirement of 21 CFR 128a.7(c) (4) (i) or 
($i). 

6. The effective date of this judgment as to para- 
graphs 1, 4 and 5 is that date, not later than 60 days from 
the date of this judgment, on which the nomination and proto- 


« 


col provided for in paragraph 3 have been agreed; paragraphs 


2 and 3 are effective, subject to their internal time limits, 


on the entry of this judgment. 
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7. That defendants shall provide to the New york 
District Office of the Food and Drug Administration, not late 
than 10 days after the cooking of each batch of smoked white- 
fish, processed and held for distribution by defendants sub- 
sequent to the effective date of paragraphs 1, 4 and 5 hereof 
the results of the analyses made for sodium chloride content 
and copies of appropriate records showing the temper::tures 
and the duration of such temperatures at which representative 
Samples of each batch of such whitefish were cooked; such 
reports may be provided on a weekly basis to cover the pre- 
vious week's processing provided no included datum relates 
to whitefish processed more than 10 days before the report 
date. 


8. That, in order to secure specific compliance with 


this judgment, and wholly apart from and in addition to the 


FDA's statutory powers to gain access to, inspect, sample 
and otherwise proceed under the law and regulations in 
accordance with applicable regulatory procedures, defendants 
shall: 

(a) Grant to employees of the FDA designated to 
sonduct inspection for the purpose of determining whether or 
not defendants are in compliance with the terms of this judg- 
ment access to,defendants' plant for the purpose of making 


such inspections of the plant, including all records and othe 
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things therein relating to the panedietiinw, processing, and 
distribution of raw, in-process, and smoked whitefish as is 
necessary and appropriate to determine that the requirements 
of this injunction have been and are being ints 

(b) Accept as evidence that the employees of 
FDA have been designated to conduct such inspection their 
production of (1) a letter from the United States Attorney 


for the Eastern District of New York directing and requesting 


that an inspection be made under this judgment; (2) the 


employees' FDA identification record cards FD Form 200a 
(21. CFR 2,122(6) G3) 01))a and (3) a copy of this judgment. 
9. That the adinibensiiiss Nova Scotia .Food Products 
Corp., a corporation, and David Sklar and Emanuel Sklar, 
individuals, shall give written notice of the provisions of 
this decree to each and all of their officers, agents, ser- 
vants, employees, and attorneys, and those persons who are 
now or hereafter become participants with them in the manu- 
facture and distribution of the aforesaid whitefish. 

10. That jurisdiction of this Court is retaineé for 
the purpose of enforcing or modifying this decree and for the 
purpose of granting such other or additional relief as may 
hereafter become necessary or appropriate. 


That the plaintiff, the United States of America, 
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have and recover from the defendants the costs of this action, 
as taxed by the Clerk herein, to wit, the sum of $ 


and that the plaintiff have execution therefor. 


i Dated: Brooklyn, New York 


October ’2 .1976. 


Approved, October 15, 1976. 


vid 
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& 1288.7 
(c) Presmoking operation. 


(4) Hot-process smoked or hot-process 
smoxe-flayvored fish shall be brined in 
such a maner-that the final salt (sodium 
chicride) content of the loin muscle of 
the finished product, expressed as per- 
cent in the water phase of the join mus- 
cle, shall not be less than: 

(4) 3.5 percent if heat-processed as 
Prescribed under paragraph (d) (2) (i) of 
this section; or 

(ii) 5.C percent if heat-processed as 
prescribed under paragraph (d) (2) (il) of 
this section. : 


(ad) Heating, cooking, smoking operation. 


(2) Hot-process smoked or hot-prec- 
ess smoke-flavored fish shall be heated 
by a controlled heat process that pro- 
vides a monitoring sysiem positioned in 
2s many strategic locations in the oven 
2s necessary to assure a continuous tem- 
perature throughout each fish of: 

(1) Not less than 180° FP. for a mini- 
raum of 30 minutes for hot-process 
smozed or hot-process smoke-flavored 
fish which have been brined to ccntein 
3.5 percent water phase salt in the fin- 
ished product as prescribed in paragraph 
(c) (4) (i) of this section, except that 
smoked chub containing sodium nitrite 
as provided for in § 121.1220 of this 
chepter shall be processed in accordance 
with that section; or 


(11) Not less than 150° F. for a mint- 
mum of 30 minutes for hot-process 
smoked or hot-process smoxe-fiavored 
fish which have been brined to contain 
5.0 percent water phase salt in the fin- 
istied product es prescribed in paragraph 
ic) (4) (ii) of this section. 
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" UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 
~against- 
NOVA SCOTIA FOCD PRODUCTS CORP., 76 C 647 


DAVID SKLAR and EMANUEL SKLAR, 


ORDER 
Defendants, 
-and= 


NATIONAL FISHERIES INSTITUTE, 
Intervenor. 
For the reasons set forth in the decision both deferment 
of the effective date of the judgment and a stay pending 


appeal are inappropriate. The judgment as approved for ent 


has a somewhat deferred effective date in practical ere 


and the interval before that date is ample to enable the 
defendants and intervenor to apply in the Court of Appeals 
for a stay. It is 

ORDERED that defendants’ motion for a stay pending 
appeal is denied. 
Brooklyn, New York 


October 15, 1976. 


« 


on ee en + eee NN mete nNstnnteteeeten 
% 73-204 4327 


A-812 
NOTICE OF APPEAL 
UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 
Plaintiff-Appellee, 


76 Civ. 647 


- against - NOTICE OF APPEAL 


NOVA SCOTIA FOOD PRODUCTS CORP., 
DAVID SKLAR and EMANUEL SKLAR, 


Defendants-Appellants, 
- and - 
NATIONAL FISHERIES INSTITUTE, 


Intervenor-Appellant. 


PLEASE TAKE. NOTICE, that defendants Nova Scotia 
Food Products Corp., David Sklar and Emanuel Sklar 
and Intervenor, National Fisheries Institute, hereby 
appeal to the United States Court of Appeals for the 
Second Circuit from the Final Judgment herein dated 
and entered October 15, 1976. 
Dated: New York, N.Y 

October 28, 1976 
Yours, etc. 


ARANOW, BRODSKY, BOHLINGER, 
& EINHORN 


Af 


rae of ‘the ™m 
vAttorneys for Defendants -Appel- 


ffice & P.O. Address 
469 Fifth Avenue 
New York, N.Y. 10017 
(212) 889- 1470 


A-813 
NOTICE OF APPEAL 


KLEINFELD, KAPLAN & BECKER 


' 
By s. 
Member of the Fi 
Attorneys for Intervenor-Ap- 
pellant 
Office & P. 0. Address 
1200 Seventeenth Street, N.W. 
Washington, D.C. 20036 
(202) 659-2155 


TO: 


Clerk, United States District Court 
Eastern District of New York 
United States Cour thouse 

225 Cadman Plaza East 

Brooklyn, New York 11201 


ANY 


STATE OF NEW YORK ) : 
COUNTY OF NEW YORK) $5°? 


__ HEN OHA ves ___ being duly sworn, 
deposes and says that Aeponent is not a party 0 e action, 
is over 18 years of age and resides at [ 


That on the QO day of Lo 
deponent personally served the within © 4 . 
Volume Tr CATE 
upon tne attorneys designated below who represent 
indicated parties in this action and at the addresses below 
stated which are those that have been designated by said 
attorneys for that purpose. 


By leaving Az true copies of same with a duly 
authorized person at their designated office. 


true copies os sam 
in a postpaid properly a n the post office 
or official deposito = i are and custody 
ated post office department within 


Names of attorneys served, together with the names 
of the clients represented and the attorneys' designated 


addresses. 
DAVID @. TRACER i 
YulTeDd calipers iss ea 
ALTERNA DLET?/ la) in 
p aaire Sy Fer (Awl F- Ae 


LOLS :424 CAST 
Bhooerw. fey. |20/ 


n fo before m his VE VO OE 
day ees ; is/l Bar & 


MICHAEL DesANTS 
Sta 


Dini. S of New York 
Notary Public, ogee 
9. 03-0930908 
mo. nx County SEA 


Quaiified in Bronx 
PU srg E.pires March 30, 1978 


